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Tpedosanus HJI JICP-009341/09-081021
: 2

3

1. Onucanune

ITpo3pauHas GecLBeTHas KUAKOCTD CO ClabBIM
XapaKTEpHbIM 3aI1axoM
(Opra”onentuyeckuit MeTox)

ITpo3paynas 6ecuperHas
JKUJKOCTH CO CJIa0BIM
XapaKTEPHBIM 3aMaxoM

2. IlomuHHOCTD:

S Harput Hanyne aHaIMTHYECKOro CHrHANA NPU KOJIMYECTBEHHOM IpucyrcTByer
onpenenennu Hatpus (AD3C)
- KM Hannyue aHanmuTHYECKOTO CHrHANA IIPH KOJIMYECTBEHHOM Ipucyrcrsyer
onpeneneHnn kamus (AIC)
~AHTaPHI KHCTOTd Bpemena yiepxuBaHus TMKOB AHTAPHOM KHMCIIOTHI, MEMIIOMHUHA, Coorsercrayior
~MCLIIOMHH MHO3MHA, HUKOTHHAMM/A ¥ METHOHMHA Ha XPOMATOrpaMMax
- HHO3HUH HCIIBITYEMOIO PacTBOPA, NOMYYEHHBIX NIPH KOJIMYECTBEHHOM
- HUKOTHHaMH1 OMpPENETICHUH, OJKHBI COOTBETCTBOBATh BPEMEHAM
- METHOHHUH YAEP>KMBAaHUA IIMKOB COOTBETCTBYIOMIMX BEIIECTB Ha
- XTOpUTEL XpoMaTorpaMmax pacTBopa cpasHenus (a) (BOXX)
Xapakrepnas peakiws (KauectBennas peakuus, EQ** Tlonouairetitiag
(peaxuus a))
¥ ITocne npubapnenns aMmoHus xiopuaa pacteopa 10,7 % u TToNOXKHTEbHAS
AaFHIH aMMOHHMs kapOoHaTa pactBopa 15,8 % He Gonee yeM nérkoe
HOMYTHEHHE; NIPH JaIbHeiIneM NpUOaBIeHHH JMHATPHS
rugpodocdara pacteopa 9 % Geblit KPHCTAUIHIECKUH 0CATIOK,
HEpacTBOPHMMBIi B aMMHaka pacTBope (KauecTBenHas peaxims)
3. IIpo3pavHocTh JlomxkeH 6bITh Mpo3padHbIM ('@ PO*, BusyanbHblii) IIpo3paunsiit
4. IIBeTHOCTH HomxeH 6b1Th GecuiBeTHBIM (['® PO*, meTon 1) BbecuBeTHbIit
5.pH Ot 6,0 10 8,0 (I'® Pd*, noTenumoMerpuueck) 6,3
6. MexannuecKkue BKIIIOYEHUS
JIoJDKEeH COOTBETCTBOBATh TPEOOBAHUAM CooTBETCTBYET

— BUIUMBIC MEXaHHYCCKHE BKIIFOYECHUS

— HEBHIUMBIC MCXaHUYECKHNE BKIIIOUCHUA

(I'® PD*, BusyansHslit)

B 1 M1 cpeiHee YHCIIO YacTHUII pa3MEPOM
10 MM 1 Gotee He OJDKHO NpPEBHIIATE 25, a CpEIHee YUCIO
YacCTHIl pa3MEPOM 25 MKM U 6oJiee He JOJDKHO MPEBBILATh 3
(I'® PD* Metox 1)

10 MmxMm 1 Gonee — 1 B 1 Mt
25 MmxM 1 Gonee —1 B 1 mut

7. N3Bnexkaemslit 006EM, M He menee HomuHanbHOTO (I'® PO¥) 430
8. PoncTBeHHBIC IPHMECH
oa s — He Gonee 3,0 % ot HOMHHaBHOTO conepxanus uHo3uHa (BOXKX) 0,7

- TMIOKCAHTHH H I'YaHO3UH

— He Gonee 3,0 % OT HOMHHAILHOTO CONEPXKAHUA HUKOTHHAMHU 1A

(BOXX) 0,3
- HUKOTHHOBAs KHCJIOTa

— CymmapHoe coziepkaHHe HEHAEHTH)UIMPOBAHHBIX PUMECEH B

NPOLIEHTAX OT CyMMBI IUIOMIA/EH MMKOB HUKOTMHAMK/IA, HHO3HHA H 0,5
A s S METHOHHHA He JI0JDKHO npeBbimath 2,0 % (BOXX)
9. OCMOISUTLHOCTH 071296 no 362 MOcm/kr (I'® PO*, xpuockonuyeckuii) 328

IpenensHoe conepxanue He Gonee 1,9 ED/mn Menee 1,9

10. bakrepuanbHbIe 3HIOTOKCHHBI

(TP PO* meron A)

11. AHOMaJILHAA TOKCUYHOCTD
(1St KOHTEMHEPOB MOJIMMEPHEIX)

JlomkeH ObITh HeTOKCUYHBIM (I'D PD*)

He Tokcuuen

12. CrepunbHOCTH

JlomkeH ObITH CTEPUIBHBIM

CrepunbHBIif

(C'® PO*, merox MeMOpaHHO#M ¢uibTpanyu) Cepus BrmynIeHa N0 napaveTpaM

. ot 132 no 162 mmons/n Hatpus (ADC) 144

13. KonuyecTBeHHOE OMpE/IE/IEHHE: eGP R 4 A0 ke mhs s (AC) g
i ot 1,13 o 1,39 Mmons/n Maruus (TutpumeTpus) 1,26

ot 98 10 120 MMons/1 x0puzoB (TutpuMeTpHs) 109

ot 4,75 10 5,81 r/n C4HeO4 (aHTapHOI KrcnoTsl) (BIXKX) 5,20

or 7,85 no 9,60 n'n C,11;,NOs (mermonnma) (DDIAK) 0,66

ot 1,80 10 2,20 r/n C1oH;2N4Os (uHo31MHa) (BOXKX) 1,98
ot 0,225 m0 0,275 r/n CyHgN,O (1motiamia) (B3MX) 0,248
01 0,675 10 0,825 r/n Cs HNO,S (MeTHoHHHa) (BDXX) 0,735
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To 400 ma B GyTBUIKH CTEK/ISAHHbIE BMECTHMOCTBIO 500 M, yKynOpeHHbiE
npoGkamMH W3 pe3WHBI, OOXarble KONNavyKaMH KOMOHMHHDOBAHHBIMH M3
amOMHHMA W [UacTMacchl. Ha  OyTBUIKy — HaKkneMBalOT — ITHKETKY
camowiesiytocs. Kaxnayro OyThuiky BMeCTe C  HHCTPYKIHMEH 110
MEIMLMHCKOMY MPMMEHEHHIO NMOMEINAIOT B Ma4yKy M3 KapTOHa, Ha KOTOpOH
JIOITYCKAeTCA HAHECEHUE STHKETKH KOHTPOJIA TEPBOTO BCKPBITHA.

Tlo 400 M1 B KOHTEHHEPHI U3 IVIEHKH MHOTOCIIOHHO#M MOIHOIe)HHOBOI.

Ha koHTel{Hep METOIOM TePMONEYaTH HAHOCAT MaPKMPOBKY.

5 KOHTEHHEpOB BMECTE C HHCTPYKLHMEH IO MEIMIHMHCKOMY NPHMEHEHHIO
MOMEIIAIOT B IPYNIIOBYIO Tapy H3 KapTOHA roPHPOBAHHOTO.

14. YnakoBka

Tlo 400 mMnm B KOHTelHepax = M3

TUEHKH MHOTOCJIOHHOH
TIO/THONIE(HHOBOH.

Ha KOHTEHHEp METOZIOM
TEPMONEYaTH HaHECEHa
MAapKHPOBKa.

5 KOHTEHHEPOB BMECTE  C

MHCTPYKUHMEH 0O MEIHIHHCKOMY

np ) TIC B

TPYTNOBYI0 Tapy M3 KapToHa
ro)pHpOBaHHOro.

Tpebosanus HJI x ynakoske
COOMOEHBL.

1) llepnunas ynakoBka

Ha sTHKeTKe OYTBUIKH YKa3bIBAlOT: TOBAPHBIH 3HaK, HANMEHOBAHHME, aJIpeC,
Ten./akc MpoM3BOAMTENs, TOProBOE HAMMEHOBAHHE Mpenapara ¢
NpeaynpeanTeIbHOR MapKUPOBKOH ®, JIeKapCTBEHHYIO HopMy, 00BEM B
MHJUTHIITPAX, HOMEp CEPHH, CPOK FOHOCTH, COCTaB, «OCMOIBHOCTD

329 MOcm/kr», «CTEPUWIBHO», «BHYTPUBEHHO», «HecMaunBaeMocTh
BHYTpPEHHE# MOBEPXHOCTH OyTHUIKH HE ABJIAETCA NMPOTHBONOKA3aHHEM K
NPAMEHEHHIO TIPENAPaTay, YCIOBHA XPaHEHHS, HOMEP PErHCTPAIMOHHOTO
ynononepe:u:, MHKTOTPAMMBI:

15. MapkupoBka

3 ,mm
Ha koMOHHMPOBaHHOM KOJINAYKe AOMYCKAETCA HAHECEHHE HHIMBHIYaTbHOFO
TEXHOJIOTHYECKOr0 HOMEPA W/WIIM ABYMEPHOr0 WTpuxkoaa (2D).
Ha koHTeliHepe yKa3bIBalOT: TOBApHbIH 3HaK, HAMMEHOBAHHE, a1PeC,
Ten./(pake MPOM3BOAMTENA, TOPrOBOE HAMMEHOBAHKE Npenapara ¢
NpeaynpeauTeNbHOM MapKHPOBKOi ®, lekapcTBeHHyIo hopMy, 06BEM B
MHJUTAINTPAX, HOMEP CEPHH, CPOK FOAHOCTH, COCTaB, «OcMOMAIbHOCTS 329
mOcm/kr», «CTEPUJIbHO», «BHYTPUBEHHOY, ycnoBus XpaHeHHs, HOMEP
PETHCTPALIOHHOrO YI0OCTOBEPEHHUS, IPAAyHPOBOYHYIO IKany ¢ MeTkamH 0, 1,
2, 3, TEXHOJIOTHYECKYIO METKY.
2) BropuyHasi ynakoBKa
Ha nauxe yka3blBaloT TOBapHbiii 3HaK, HAMMEHOBAHHE, aJpec, Tell./dakc
NPOH3BOJMTENS, TOPrOBOE HAMMEHOBAHHE MPENapaTa ¢ MPeayNpPeUTENbHOR
MapKHpOBKO# ®, rpynnupoBoYHOe HAMMEHOBAHHE Npenapara,
JIeKapCTBEHHYIO hopMy, 06BEM B MIJLUTHIIHTPAX, cocTas, «OCMOMIATBHOCTD
329 MOcm/kr», « CTEPUJIBHO», «BHYTPUBEHHOY, «HecmaunBaeMOCTh
BHYTPEHHE#H OBEPXHOCTH GYTHUIKH He SABJIAETCA NPOTHBONOKA3aHHEM K
NPHMEHEHHUIO NIPENApaTay, YCIOBHA XPaHEHHs, HOMEDP PETHCTPALOHHOTO
YAOCTOBEPEHHSA, HOMED CEPHH, CPOK FOJHOCTH, «XPaHHTh B HEJOCTYITHOM JUIA
nereii Mecte!», «IIp Th 10 Ha3) O Bpayay, yCIOBHA OTIYCKa,
mrrpuxoBoi kox EAN-13, dpapmakon (pharmacode), rpadudeckoe

n306paxenne GYTBUIKH % , IAKTOrPaMMBbl, Paciun(poBKa THKTOTPaMM

«nexapcrsennas gopma PACTBOP 151 UH®Y3Hid»,

:cl:ocoG npumenennss BHYTPUBEHHO KAITEJIBHO»,

um

«papmakorepanesruyeckas rpynna METABOJIMYECKOE CPEJICTBO».
JlomyckaeTcs HAaHECEHHE CPeACTB HACHTHHKALMH [T CHCTEMBI
MOHMTOPHHTI'A JIBH)KEHHSA JIEKAPCTBEHHBIX PENaparos.

Ha 3THKeTKe rpynmnoBo# ynakoBKH KOHTEHHEPOB YKa3bIBAlOT TOBAPHBIN 3HAK,
HaUMEHOBaHHUE, aJpec, Tell./haKe MPOM3BOANTENS, TOPrOBOE HAMMEHOBAHHE
npemnapara ¢ npeAynpeAuTeNbHOH MapKHpOBKo# ®, rpynnupoBOYHOE
HaHMEHOBAHHE NPENapaTa, 1eKapCTBeHHYIO GopMy, 00BEM B MHJLTHIHMTPAX,
coctas, «OcmonsnsHOCTh 329 MOcM/kr», « CTEPUJIBHO»,
«BHYTPUBEHHOY, yciioBusi XpaHeHH, YCJIOBHS OTITyCKa, HOMEP
PETHCTPALMOHHOrO YOCTOBEPEHHSA, HOMEP CEPHH, CPOK TOIHOCTH, «XPaHHTh
B HEJIOCTYITHOM JUIA AeTel MecTe!», «[IpHMEHATH N0 Ha3HAYEHHIO Bpavay,
KOJIMYECTBO KOHTEHHEPOB, ITpHXoBoi koa EAN-13, MaHumy Isa1moHHbIE

3HAKH ! ’ H, j , { JlomyckaeTcsi HaHECEHHE CPEICTB HACHTHGHKALMH
JUISL CHCTEMBI MOHHTOPHHTA IBIKEHHS JICKAPCTBEHHBIX MPENapaToB.

1) 1lepBuuHas ynakoska

Ha xoHnTeiiHepe yka3aHbl:
TOBApHbIi 3HAK,
HaWMEHOBaHHME, afipec,
TeJ./(hakc MPOU3BOAUTENS,
TOProBO€ HaMMEHOBAHHE
npenapara ¢
npexynpeauTeNbHON
MapKupoBKo#i ®,
nexapcTBeHHas Gopma, 00bEM
B MUJUTHJIUTPaX, HOMEP CEPHH,
CPOK FOZIHOCTH, COCTaB,
«OcMonAIBHOCTD 329
MOcm/kr», «CTEPUJIBHOY,
«BHYTPHUBEHHOY, ycnous
XpaHEeHUs, HOMEP
PETHCTPALHOHHOTO
YIOCTOBEPEHHS,
rpaxyMpoBOYHas ILKaa ¢
merkamu 0, 1, 2, 3,
TEXHOJIOTHYECKasd METKA.

2) BropuyHas ynakoBka

Ha 3tukeTke rpynnoBoi
YNaKOBKM KOHTEHHEPOB
yKa3aHbl TOBapHbIH 3HAK,
HaMMEHOBAHHUE, alipec,
Te./pakc MpOM3BOAUTENS,
TOProBOE HAMMEHOBAHUE
npenapara ¢
MpeayNnpeANTEIbHOM
MapKHpOBKO# ®,
TpyNIHPOBOYHOE
HAaUMEHOBaHUE Npenapara,
JiekapcTBeHHas popma, 06bEM
B MUJUTMJIMTPAX, COCTAB,
«OcMONANBHOCTD 329
MOcm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnous
XpaHEHH$, YCJIOBHUS OTIYCKa,
HOMEp PETHCTPALIHOHHOTO
YIOCTOBEPEHHS, HOMEp CEPHH,
CPOK F'OIHOCTH, «XPaHHUTh B
HENOCTYITHOM 1 eTei
mecre!», «[IpUMEHATH 1o
Ha3HAYEHHIO BPayay,
KOJIMYECTBO KOHTEHHEPOB,
wTpuxoBo# kox EAN-13,

MaHUITYJIALHOHHbIE 3Haxn‘!, i_t,
T4

Haneceno cpencrso
UAEHTHOUKALUHK 171 CHCTEMBI
MOHHMTOPHHIA JIBIKEHHSA
JIEKapCTBEHHBIX NPENapaToB.

B 3aiMIEHHOM OT CBETa MECTE IIPH TEMIIEPAType He BHIIIE

16. Xpanenue
25 °C.

B 3amumeéHHOM OT CBETa MecTe
NPH TEMIIEPAType He BhIIIE
25°€L

5 et B OyTBUIKax CTEKJISIHHBIX, 2 I0Jia B KOHTEHHEPax M3
NTAHKT MEOTNCTINAHNE Tnmian nFrlmnnnnﬁ

17. Cpok rogHOCTH

2 roja B KOHTEHHEPAX U3 IIEHKH
MHOTOCJIOHHOM MOTHONEPUHOBOH

* - neiictByrouiee uznanue ['ocynapcrsenHoi @apmakonen Poccutickoit @enepaumu
** _ neiicrByromee uznanue EBponeiickoit @apmakonen

3aksouenne: coorBercTByeT TpeboBanusM HJT JICP-009341/09-081021

Jlara BEITaum macropta: 13.09.2022
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