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1. Onucauue

[Tpo3paynas 6ecLBeTHast KHIAKOCTH CO CIa0BIM
XapaKTEPHBIM 3aMaxoM
(OpranonentHyeckuii METON)

ITpo3paunas GecuserHas
SKUIKOCTb CO C1abbIM
XapaKTEPHBIM 3aIaxoM

2. IlommHEOCTB:

J— Hamuue aHammTH4eckoro curuana npH KONMMYECTBEHHOM IIpucyrctByet
omnpeneneHny Hatpus (ADC)
- KaJIui Hanuyue ananmuTHIeCKOro CHrHaNa NpH KOJIMYECTBEHHOM Hpucyrcrayer
onpeneneHnu kamus (ADC)
- AHTapHas KUC/IoTa Bpemena ynep)kHBaHHs IMKOB AHTAPHOH KHCIOTHI, MEMIIOMHMHA, Cootserctayior
- MCTTIIOMUH HHO3MHA, HIKOTHHAMHU/IA U METHOHMHA Ha XPOMAaTOrpaMMax
- HHO3MH HCIIBITYEMOr0 pacTBOPa, MOIY4YEHHBIX IIPH KOJIMYECTBEHHOM
- HUKOTMHaMHUJ ONPEAENECHNH, N0JDKHBI COOTBETCTBOBATH BpEMEHAM
- METHOHUH YAEPKUBAHUS TINKOB COOTBETCTBYIOIMX BEIIECTB HA
- XTOpHIEL XpoMaTorpamMmax pactsopa cpaBHenus (a) (BOXX)
Xapaxrepnas peaxumst (Kayectsennas peakums, EQ** TONOKATENE HAs
(peakuus a))
. Tocne npuGasenns aMmoHus xiopuna pacteopa 10,7 % u TToNOXKHTEBHAS
- MAarHud aMMoHHs kapboHaTa pactBopa 15,8 % He Goee yeM Jiérkoe
TIOMYTHEHHE; [IPU A/IbHEHIIEM NPHGABICHIH TMHATPHS
ruapodocdara pactBopa 9 % Geltblit KpUCTATHYECKHIT 0CAIOK,
HEpacTBOpMMBbIH B aMMuaka pactBope (Kauectennas peakuus)
3. Ilpo3paynocTs Jomxken 6bITh Mpo3pauHbiM (D PO*, Bu3yasbHblii) ITpo3paunslit
4. I{BeTHOCTH HokeH GbITh GecuBeTHbIM (D PO*, MeTox 1) BbecuseTHbrit
5.pH Ot 6,0 10 8,0 (I'd PO*, norenumomerpuaeck) 6,3
6. Mexanuueckue BKIIOYEHHUS
JloJDKEH COOTBETCTBOBATH TPEGOBAHHAM CooTtBeTcTBYET

— BUIUMBIC MEXaHUYECKHUE BKIIIOYECHHUS

— HEBUAUMBIC MEXaHUYECKHE BKIIFOYECHHUS

(I'® PO*, BusyasbHblif)

B 1 Mn cpenHee uncno YacTuil pasMepoM
10 MxM 1 Gonee He 10DKHO TIPEBBIIATE 25, a CpEIHEE YUCIIO
4aCTHL| Pa3MEpOM 25 MKM H 6oJiee He J0/DKHO MPEBBIIATE 3
(I'd PO* Meron 1)

10 Mxm 1 Gonee — 1 B 1 Mn
25 MxM 1 6otee — 1 B 1 Mt

7. U3BnexaeMbIit 00BEM, MII He menee HomuHansHoro (I'® PO*) 420
8. PoactBeHHbIE TpHMeCH:
mno?ﬁmmn . ano:mnp — He 6osee 3,0 % ot HoMuHanbHOro conepxanus uHo3uHa (BOXKX) 0,2
- y — He 6onee 3,0 % oT HOMHHAIIBHOTO COZIEPY)KAHNA HUKOTHHAMHA
- HUKOTHHOBas KHCIIOTA (BOXX) 9%
— CymmapHOe coziepxanne HeHICHTHYHUUMPOBAHHBIX IPUMECEH B
NPOLIEHTAX OT CyMMBI IUIOINAEH NMHKOB HHKOTHHAMM/IA, HHO3HHA U 0,5
- HORJCHTUGUUNPOBAHHKIC NPHMECH METHOHHHA HE I0JDKHO mpeBbimath 2,0 % (BOXKX)
9. OCMOISJILHOCTD Ot 296 10 362 MOcwm/kr (IT'® PD*, kpuockonuueckuir) 326
Ipenensuoe conepsxanue ue Gonee 1,9 ED/mn Mesnee 1,9

10. bakTepuanbHbIe 3HAOTOKCHHBI

(T'® PO* meron A)

11 AROMATTRHAY TOKCUYHOCTE
(114 KOHTCHHCPOB HUIMMEPHbIX)

Tlomxen Anith weroveramsid (DD PADF)

Ho Toxorrien

12. CTepH JIHBHOCTE JlomkeH OBITh CTEPUILHBIM CrepunbHbIi
(I'® PO*, meron MeMOpaHHO# QuisTpaLun) Cepus Bhinymena 0 napameTpam
- | ot 132 no 162 MMons/n natpus (ADC) 149
13. KonuuecTBeHHOE ompeeneHue: o 3,62 10 4.4 wwions/ xaun (ASC) b
ot 1,13 no 1,39 mmons/n mMaruus (Tutpumetpus) 1,24
ot 98 110 120 Mmons/n xnopunos (THTpuMeTpus) 109
ot 4,75 1o 5,81 r/n C4HeO4 (aHTapHOIM KHCTOTHI) (BIXKX) 5,28
or 7,85 10 9,60 r/n C;H12NOs (Mermomuna) (BIXKX) 8,72
ot 1,80 10 2,20 r/n C1oH;2N4Os (Ho3una) (BIXKX) 1,98
ot 0,225 10 0,275 r/n CeHgN,O (HukoTuHamuaa) (BIXKX) 0,247
ot 0,675 10 0,829 [/ Cs HNO»S (MetronmHa) (RAKX) 0,748
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Tlo 400 mn B GYTHUIKH CTEKIAHHBIE BMECTHMOCTBIO 500 MJI, yKyNMOpEHHBIE
npo6kaMH M3 pe3HHBI, OOXaThle KOJNNauyKaMH KOMOMHMDOBaHHBIMHM M3
amoMHHHs M iactMaccel. Ha  OyTBUIKY — HAaKJIEHBAIOT — 3THKETKY
camoknesmyocs. Kaxayio OyThulky BMecTe € HHCTPYKUHMEH Mo
MEMLUMHCKOMY NPHMEHEHHIO TMOMEIIAIOT B MAyKy M3 KapTOHA, Ha KOTOpO#
JOMYCKARTC/ HANCOHI® ITHKETKH KORTPO/IA NEPROTO RCKPRITHS,

ITo 400 M1 B KOHTEHHEDPHI U3 TUIEHKH MHOTOCIOWHO#H NoNHONepHHOBOM.

Ha koHTelHep METOJOM TEPMOTIEYaTH HAHOCAT MapKHPOBKY.

5 KOHTeHHEPOB BMECTE C HMHCTPYKUMEH IO MEIMIMHCKOMY IPHMEHEHHIO
MOMCILAIOT B IPYMIODYIO TApY HY KAPTOIIA rodpHPODAIIIOro.

14. YaxoBka

Ilo 400 mMm B KOHTeHHepax M3

TUIEHKH MHOTOCIIOHHOM
noHoNneYHHOBOM.

Ha KOHTEHHEp METOAOM
TEpPMOTIEYaTH HaHeceHa
MAapKHPOBKa.

9 KOHTEHHEPOB BMecTe ¢

HHCTPYKUHEH MO MEIHLHHCKOMY

np ) TIC 1 B
IPYNNOBYI0 Tapy H3  KapToHa
TOQPHPOBAHHOLY.

TpeGoanns HJI k  ymakoske
CoOMmONEHBI.

1) llepBuunas ynakoska

Ha sTukeTKe OYTBUIKH yKa3blBAIOT: TOBAPHbIN 3HAaK, HAUMEHOBAHHE, afIPeC,
TeJ./pake NPOM3BOAMTENS, TOProBOE HAUMEHOBAHHE Npernapara ¢
HpeaynpeanTebHON MapKHPOBKOH ®, eKapcTBEHHYIO hopMy, 06BEM B
MWUTHIIMTPAX, HOMEP CEPHH, CPOK FOAHOCTH, COCTaB, «OCMOIAIBHOCTD

329 MOcm/kr», « CTEPUJIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTs
BHYTPEHHEH MOBEPXHOCTH OYTBUIKH HE ABIAETCS NPOTHBOMOKA3aHHEM K
TIPUMEHEHHIO TIPENapara, yClIOBHA XPaHEHHs, HOMEP PErHCTPAllMOHHOTO
yzloc‘rosepe:u:, MIUKTOTPaMMBbI:

15. MapkupoBka

W

Ha kOMOHHHPOBAHHOM KOJINA4Ke JOMyCKAeTCs HAHECEHHE MHIMBHIYaIbHOTO
TEXHOJIOTMYECKOTr0 HOMEpa H/HIIH JBYMEPHOro WTpHXxKozaa (2D).

Ha xoHTeliHepe yKa3bsIBalOT: TOBApHbI 3HAK, HANMEHOBAHHE, aJIpec,
Tes./pake MPOU3BOANTENA, TOPrOBOE HAMMEHOBAHHE NPENapara ¢
npeaynpeauTebHON MapKHPOBKOH ®, ieKkapcTBeHHYI0 GopMY, 00BEM B
MWUTHIHTPAX, HOMEP CEPHH, CPOK TOHOCTH, cOcTaB, «OcMOIAIBHOCTS 329
MOcm/kr», « CTEPUIIBHO», « BHYTPUBEHHOMY, ycnous XpaHeHus, HoMep
PErHCTPALMOHHOTO yAOCTOBEPEHHS, TPy HPOBOYHYIO KAy ¢ MeTkamu 0, 1,
2, 3, TEXHOJIOTHYECKYIO METKY.

2) BropuuHas ynakoBka

Ha nauke yka3bIBaloT TOBapHbIH 3HaK, HAMMEHOBaHHe, aJpec, Tell./(akc
MPOH3BOAMTEIIA, TOPrOBOE HAMMEHOBAHHE MPENApaTa C NpeaynpeanTebHOM
MapKHpPOBKO# ®, rpyIHpPOBOYHOE HANMEHOBAHHUE Npenapara,
JIeKapCTBEHHYIO GOpMY, 00BEM B MEJUTIIHTPAX, COCTaB, «OCMOJIAIBHOCTD
329 MmOcMm/kr», «CTEPUJIBHO», «BHYTPUBEHHO»Y, «HecMaunBaeMoCTh
BHYTPEHHEH IIOBEPXHOCTH GyTHUIKH HE SABIIAETCA NPOTHBOMOKA3aHHEM K
NPHMEHEHHIO TIPeNaparay, YCIOBHA XPaHEHHs, HOMEDP PETHCTPALHOHHOTO
YAOCTOBEPEHHUS, HOMEDP CEPHH, CPOK TOAHOCTH, «XPaHHTh B HEAOCTYIHOM U1
nereii Mecte!», «IIp Th 110 Ha3 0 Bpaua», yCJIOBHSA OTITyCKa,
wrpuxosoit koq EAN-13, dapmakox (pharmacode), rpapuueckoe

nsobpaxenne OYTHUIKH % , MMKTOrPaMMBI, paciM(poBKa MHKTOrpaMM

«nekapcTBenHas popma PACTBOP JUUISI HHOY3H»,

«cnoco6 npumenennss BHYTPUBEHHO KATIEJIbHO»,
-n

-n

«bapmaxorepanestruueckas rpynna METABOJIMUECKOE CPEJJCTBO».
JlonyckaeTcst HAHECEHHE CPEJICTB HACHTH(UKALMH JUIS CHCTEMbL
MOHHTOPHHI'A ABH)KEHHA JIEKAPCTBEHHBIX NIPEMNapaToB.

Ha sTHkeTKe rpynnoBoii ynmakoBkH KOHTEHHEPOB YKa3bIBalOT TOBAPHbIH 3HaK,
HAaMMEHOBAHHE, aipec, Tel./(pake MPOU3BOAMTEIISA, TOProBOE HAHMEHOBAHHE
npemnapara ¢ npeaynpeAuTeNbHOH MApKHPOBKOK ®, rpyNIHPOBOYHOE
HaMMEHOBAHHeE TpernapaTa, JeKapCTBEHHYIO GopMy, 06BEM B MHILTHITHTPAX,
coctas, «OcmonsanbHOCTh 329 MOcM/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnoBus XpaHeHHs, YCIOBHA OTITyCKa, HOMEp
PETHCTPALMOHHOTO YAOCTOBEPEHHS, HOMED CEPHH, CPOK F'OJHOCTH, «XPaHHTh
B HEJJOCTYITHOM 1A ieTeii Mecte!», «[[pUMEHSTh 110 Ha3HAYEHHIO Bpayay,
KOJIMYECTBO KOHTEHHEPOB, IITPUX0BO# Ko EAN-13, MaHHTTy IALIHOHHbBIE

3HaKH !, H j P “f JlomyckaeTcst HaHECEHHE CPEACTB HACHTHHKALHH
JUIS CHCTEMBI MOHHTOPHHTA IBH)KCHHS JICKAPCTBEHHBIX MPENapaToB.

1) [lepBuyHas ynakoBka

Ha xoHTeiiHepe yka3aHbl:
TOBapHbIH 3HaK,
HaHMMEHOBaHHE, aJipec,
TeJ./haKkc NpOU3BOAUTENS,
TOProBO€ HAUMEHOBAHHE
npenapara ¢
NpeaynpennuTeNbHOM
MapKHUpOBKO#i ®,
JiexapcTBeHHas hopMa, 00bEM
B MUJUTHJIMTPax, HOMEpP CEpHH,
CPOK FOHOCTH, COCTaB,
«OcMOTsIBHOCTD 329
MOcm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnosus
XpaHEeHHUs, HOMEp
PErucTpanoHHOro
YIOCTOBEPEHHS,
rpajyMpoBOYHas IIKajia C
metkamu 0, 1,2, 3,
TEXHOJIOTHYECKas METKa.

2) BropuuHas ynakoBka

Ha stuxerke rpynnoBoi
YNaKOBKH KOHTEHHEPOB
yKa3aHbl TOBapHBbIil 3HaK,
HaWMEHOBaHHUE, azipec,
Ten./hakc MpOM3BOAUTENS,
TOProBo€ HaHMEHOBAHHE
npenapara ¢
TpeynpeauTeIbHON
MapKUpOBKO# ®,
rpyNInupOBOYHOE
HauMEHOBaHHE Tpenapara,
nexapcTBeHHas Gopma, 00bEM
B MHJUTMJIMTPAX, COCTaB,
«OcMOoMsIBHOCTD 329
MOcwm/kr», «CTEPUJIBHO»,
«BHYTPHUBEHHOM, ycnoBus
XpaHEHHs, YCIOBHS OTIYCKa,
HOMEP PEruCTPaLHOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOTHOCTH, «XPaHUThb B
HENOCTYIHOM JUIs NE€TEH
Mmecte!», «[IpuMeHsTs no
Ha3HAYEHHIO Bpauay,
KOJIMYECTBO KOHTEHHEPOB,
wrpuxoBoit kog EAN-13,
MaHUMYJISLIUOHHbIC 3HAKH ! .’.',
T4

HaneceHo cpencTso
HUIEHTUHUKALMH JUIS CUCTEMBI
MOHMTODHHI'A [IBHXKEHHS
JIEKapCTBEHHBIX TPEnapaTos.

B 3amuméHHOM OT CBETa MECTE NP TEMIIEPATYPE HE BBIIE

16. Xpanenue
25°C.

B 3ammiéHHOM OT CBETa MecTe
NpH TEMIEpaType He BhILIe
25 °C.

5 ner B OYTBUIKaX CTEKJISHHBIX, 2 F0fla B KOHTEHHepax U3

17. Cpok roqHOCTH
TUIEHKH MHOTOCJIOMHOM noMoneuHoBoM

2 roza B KOHTeHHepax U3 IIEHKH
MHOTOCJIOHHOM MONHONepHHOBOMH

* - nelictByromee uznanue ['ocynapcreennoii ®@apmakoneu Poccuiickoit @enepanyu
** _ neiictByrouee usnanue EBponeiickoit ®@apmakoneu

3akmovyenune: cootBeTcTBYeT TpeboBanusm HJI JICP-009341/09-081021

Jara Beimaun nacnopra: 22.07.2022
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