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1. Onucauue

ITpo3pauHas OecuBeTHas XKUIKOCTH CO CIa0bIM
XapaKTepHBIM 3aI1axOM
(Opranonentuyeckuii MeTon)

[Ipo3paunas GecupeTHast
JKUIKOCTH CO cllabbiM
XapaKTEePHBIM 3aIIaxOM

2. IlomuHHOCTE:

e Hanuune aHaTMTHYECKOTO CHIHANA TIPH KOJIMYECTBEHHOM IpucytcTByer
onpenenennu Harpus (ADC)
- KaJIMit Hannune aHanmMTHYECKOrO CHrHANA TP KOJIMYECTBEHHOM Ipucyrersyer
onpenenenun kamus (ADC)
- AHTApHAA KHCTI0TA BpemeHa yepxuBaHus IMKOB SHTAPHOM KUCIIOTHI, METTIOMHHA, Cootsetctayior
- METrIIOMUH WHO3MHA, HUKOTHHAMHU/Ia 1 METHOHWUHA HA XPOMATOrpaMMax
- MTHO3HH HCMBITYEMOrO PacTBOPA, MOTYYEHHBIX MPU KOJIUYECTBEHHOM
- HUKOTHHaMUJ OINPENEICHUH, NOJIKHBI COOTBETCTBOBAThE BPEMEHAM
- METHOHUH YAEP>KMBAHHUS ITHKOB COOTBETCTBYIOIMX BELIECTB HA
- XOPHARL XpoMarorpamMmax pactsopa cpasHenus (a) (BOXX)
XapaktepHnas peakuus (KauecTennas peakis, EQ** ToTicscmentiag
(peaxums a))
B IMocne npu6aBnenus aMmmonns xopuza pactsopa 10,7 % u T[TonoXKUTEBbHAS
= MarHuy aMMoHus kapGoHara pactBopa 15,8 % He Gonee uem nérkoe
TIOMYTHEHHE; IIPU JajbHEeHIIeM IPHOABICHAH JUHATPUSL
ruapodocara pactBopa 9 % Genbiit KPHCTALUIHYECKHI 0CAIOK,
HepacTBOpHUMBIH B aMmuaka pactBope (KauecTenHas peakuyis)
3. IIpo3pavynocTh JloimxeH ObITh npo3payHbiM (I'® PO*, Bu3yanbHbIi) ITpo3pauHblii
4. 1IBeTHOCTH Homxen 6biTh GecueTHBIM (I'D PO*, MeTon 1) becupeTHblii
5. pH Ot 6,0 10 8,0 (I'd PD*, MOTEHIIMOMETPUYECKH) 6,3
6. Mexannyeckue BKIIIOYECHUS
— BUIMMBIE MEXaHUYECKHE BKIIOUCHHS JloJkeH COOTBETCTBOBATh TPEOOBAHMAM CooTBeTCcTBYET

— HEBUAUMBIC MEXaHUYCCKHUEC BKIIFOYCHUA

(T'® PO*, Bu3yanbHbIi)

B 1 M cpennee 4ucIo 4acTHL| pa3Mepom
10 MxM 1 GoJiee HE TODKHO MPEBBIMIATE 25, a CPeIHEe YHUCIIO
4acTHILl pasMepoM 25 MKM U GoJiee He JOJDKHO MPEBBINIATh 3
(T'® PO* Meroxn 1)

10 Mxm 1 Gosiee — 1 B 1 Mt
25 Mxm U Gontee — 1 B 1 M

7. 3BnexaeMblii 00BEM, MIT He menee HomunansHoro (I'® PO*) 420
8. PoncTBeHHBIE TpUMeECH:
om e HpH — He 6Gonee 3,0 % oT HOMHHAIBHOTO COAEPKaHus HHO3UHA (BDXKX) 0,6

~ TMIIOKCAHTHH M I'YaHO3HH

— He Gonee 3,0 % 0T HOMHHANBHOTO COAEPIKAHHM HUKOTHHAMKIA

(BOXX) 0,3
- HUKOTHHOBAs KHCIIOTA i

— CymmapHoe coaepikaHie HeHICHTH)HUIIMPOBAHHBIX PUMECEH B

MPOLIEHTAX OT CyMMBI IUIOIIA/ICH MMKOB HUKOTHHAMKIA, HTHO3HHA H 0,5
USRI R T GO METHOHHMHA HE JOJDKHO npebimats 2,0 % (BOXKX)
9. OCMOJISUTBHOCTE Ot 296 no 362 MOcm/kr (I'® PD*, kprockonuYecKHii) 328
10. bakrepuaabHbIe SHIOTOKCHHBI Ipenensnoe conepxanue He 6onee 1,9 ED/mn Menee 1,9

(T'D PD*, metox A)

11. AHOMabHAs TOKCHYHOCTH
(U1 KOHTEHHEPOB MOJIUMEPHBIX )

JlomxkeH 6bITh HeTOKCUYHBIM (I'D PD*)

He ToxcuueH

12. CtepuipHOCTH

Jlo/keH ObITh CTEPUIIBHBIM

CrepunbHBIA

(I'® PO*, Mmeron MeMOpaHHO# $uIbTpaLmn) Cepusi BhmymeRa N0 napameTpam

. | ot 132 no 162 mmons/n Hatpust (ADC) 143

13. KonuyecTBeHHOE OmpeieicHHE: AT A s T emen (ASC 3
ot 1,13 no 1,39 mmons/n maruus (Tutpumerpus) 1,23

ot 98 no 120 mmons/n xnopunos (Tutpumerpus) 109

ot 4,75 no 5,81 r/n C4HeO4 (sHTapHOM KHCIOTH) (BOXKX) 5,28

ot 7,85 10 9,60 r/n C;H7;NOs (Mermomuna) (BOXKX) 8,71

ot 1,80 10 2,20 r/n C,H12N4Os (nHO3uHa) (BDXKX) 1,98
ot 0,225 1o 0,275 r/n CeHeN,O (aukotnHamuaa) (BOXX) 0,249
ot 0,675 110 0,825 r/n Cs HiiNO,S (Metnonnna) (BOXX) 0,749
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14. YakoBka

Ilo 400 mn B GyTBUIKH CTEKIAHHBIE BMECTHMOCTbIO 500 MJI, YKynopeHHbIe
npo0kaMH W3 pPe3HHBI, O0XKaThle KONNAaYykKaM¥ KOMOHWHHDOBAHHBIMH M3
ANOMHHHA M [WiacT™Macchl. Ha  GyTeUIKy  HAaKIGHBAIOT — 3THKETKY
camoknesmyiocs. Kawayro  OyThilKy BMecTe ¢ HHCTDYKUMEH 1o
MEJMUHHCKOMY NPHMEHEHHIO MOMEIAIOT B NaYKy W3 KapTOHAa, Ha KOTOPOH
JIOITYCKAETCsl HAHECEHHE THKETKH KOHTPOJIS IIEPBOTO BCKPHITHA.

Ilo 400 M B KOHTEHHEPHI H3 IUIEHKH MHOTOCIOHHOM MOMHONE(HHOBOH.

Ha koHTeliHep METONIOM TepMOTNIeYaTH HAHOCAT MaPKHPOBKY.

Ilo 400 M1 B KOHTeHHepax u3

TUIEHKH MHOTOCTIOHHOM
NOTHONE(HHOBOI.

Ha KOHTeHHep METOZOM
TEPMOMNEYaTH HaHeceHa
MapKHPOBKA.

5 KOHTEHHEPOB BMECTE  C

HHC €d 10  MeIHIMHCKO!
TPYKLH!

5 KOHTEHHEPOB BMECTE C HHCTPYKIHEH MO MEJMLMHCKOMY IIpH:
NOMEILAIOT B TPYNNOBYIO Tapy M3 KapTOHA rOGPHPOBAHHOTO.

HIO

) B
TPYNTOBYI0  Tapy M3  KapTOHa
ropHpOBaHHOTO.
Tpebopanua HJ[
cobmoieHbl.

yNakoBKe

15. MapkupoBka

1) Ilepeuunas ynakoska

Ha sTuketke OyTbUIKH yKa3biBalOT: TOBAPHBIH 3HAK, HAMMEHOBAHHE, AZIPEC,
Tell./(haKe MPOM3BOMTEIIS, TOProBOE HAHMEHOBAHHE NPENApPaTa ¢
npeynpeauTe/IbHOH MapKHPOBKOH ®), JIeKapcTBEHHYIO HopMy, 06BEM B
MHJUTWIATPAX, HOMEP CEPHH, CPOK FOHOCTH, COCcTaB, «OCMONAIBHOCTE

329 MOcm/kr», «CTEPHJIBHO», «BHYTPUBEHHOY, «HecmaunBaemocTs
BHYTPEHHE#H MOBEPXHOCTH GYTHIIKH HE SBJIAETCA MPOTHBONOKA3aHHEM K
NPHMEHEHHIO NPenaparay, yCIOBUA XPaHEHHs, HOMEpP PErMCTPALOHHOTO
yuocrosepean:, NHKTOTPaMMBI:

R_NE}

Ha xoMGMHHPOBaHHOM KOJNMAyKe JONYCKAETCs HAHECEHHE HHIMBHIYATbHOTO
TEXHOJIOTHYECKOTO HOMepa W/HIIH IByMepHOro mrpuxkoaa (2D).

Ha xonTeiiHepe yka3bIBaloT: TOBAPHEIH 3HAK, HANMEHOBAHHME, afIPeC,
Tenl./hake POH3BO/IUTEIIS, TOProBOE HAMMEHOBAHHE TIPENapaTa ¢
npeyNpeIUTENbHOH MapKUPOBKOH ®, JIeKapcTBEHHYIO HopMy, 06BEM B
MMJUTHIIMTPAX, HOMEP CEPHH, CPOK F'OJHOCTH, COCTaB, «OCMONAIBHOCTD 329
MOcm/kr», «CTEPUJIBHO», «BHYTPUBEHHOY, ycnosus xpanenus, HoMep
PErHCTPALMOHHOTO YA0CTOBEPEHHS, FPAXyHPOBOYHYIO LIKATy ¢ MeTKamH 0, 1,
2, 3, TEXHOJIOTHYECKYIO METKY.

2) BropuuHasi ynakoBka

Ha nauke yka3bIBaloT TOBapHSIi 3HaK, HAMMEHOBAHHE, aNPec, Te./(pakc
TIPOM3BOJMTENIS, TOPrOBOE HAMMEHOBAHHE MPENapara ¢ NpeayNpeanuTeNbHOM
MapKHpOBKO# ®, rpyNIHpOBOYHOE HAMMEHOBAHHE NPENapara,
JIEKapCTBEHHYIO (opMy, 00BEM B MHJLTIIHTPAX, cOCTaB, «OCMOMAIBHOCTD
329 MOcm/kr», «CTEPHJIBHO», «BHYTPUBEHHO», «HecMaunBaemocTs
BHYTPEHHE#H NOBEPXHOCTH OYTHUIKH HE SBJIAETCS MPOTHBOMOKA3aHUEM K
TIPHMEHEHHIO TPENaparay, yCIOBHA XPAHEHHS, HOMEP PErHCTPALIHOHHOTO
YAOCTOBEPEHH S, HOMEP CEPHH, CPOK I'OJHOCTH, «XPaHHTh B HEAOCTYITHOM ISt
nerei Mecte!y, «[IpUMEHATH IO HA3HAYEHHIO BPaya», YCIOBHSA OTIYCKa,
wrpuxoBoii kon EAN-13, papmakon (pharmacode), rpaduueckoe

n306paxkenue GYTBUIKH & , THKTOrPaMMBI, paciuud)poBKa MUKTOrpaMM

«rekapcteennas popma PACTBOP JIJISI UHOY3Ui»,

«cnoco6 npumenernss BHYTPUBEHHO KATIEJIbHO»,
L)

:q;:pmaxompanenmqecxax rpynna METABOJIMYECKOE CPEJICTBO».
JlonyckaeTcs HaHECEHHE CPeACTB HACHTHDUKALMH IS CHCTEMBI
MOHHTOPHHTA JIBH)XCHHS JIEKAPCTBEHHBIX IIPENapaToB.

Ha sTHKeTKe rpymNIoBO#i yakoBKH KOHTEHHEPOB YKa3bIBAlOT TOBAPHEIH 3HAK,
HaHMEHOBaHHe, aJIpec, Tel./haKke MPOU3BOAMTENIS, TOPrOBOE HAUMEHOBAHHE
npenapara ¢ npeaynpeauTeIbHON MapKHPOBKO# ®, rpyNNHpOBOYHOE
HAWMEHOBAHHE TIPENapaTa, IeKapCTBEHHYIO HOpMY, 00BEM B MILTHITHTPAX,
cocras, «OcmonsmbHOCTh 329 MOcm/kr», «CTEPAJIBHOy,
«BHYTPUBEHHOp, ycoBus XpaHeHHs, YCIIOBHS OTITYCKa, HOMEP
PETHCTPALMOHHOTO YI0CTOBEPEHHS, HOMED CEPHH, CPOK FOXHOCTH, «XPaHHTh
B HE/IOCTYIIHOM JU1A JieTel MecTe!», «[IpHMEHATH 10 Ha3HAYEHHMIO Bpaua»,
KOJIHYECTBO KOHTEHHEPOB, TpHx0Bo# ko4 EAN-13, Manunynsaumonsbie

3HAKH !, u ] ¥ “{L JlonyckaeTcs HaHeCEHHe CPeCTB HACHTHDUKALIMH
JUIS CHCTEMBI MOHHTODHHTA JIBUKEHHS JIEKAPCTBEHHBIX MPENapaToB.

1) INepBuunas ynakoBka

Ha kouTeiinepe yka3aHbl:
TOBapHBIi 3HaK,
HaMMEHOBaHHE, azipec,
Tes./(hakc NpoOM3BOAUTES,
TOProBOE HAUMEHOBaHHE
npenapara ¢
npeaynpeauTeabHOH
MapKHPOBKO# ®,
JiekapcTBeHHas popMma, 06bEM
B MUJUTMIIUTPAX, HOMEP CEepHH,
CPOK F'OIHOCTH, COCTaB,
«OcMonsnbHOCTD 329
MOcM/kr», «CTEPHAJIBHOM,
«BHYTPUBEHHO, ycnosus
XPaHEHHUs, HOMEP
PETHCTPALIHOHHOTO
YAOCTOBEPEHHUS,
rpagyMpoBOYHas IIKaa C
metkamu 0, 1, 2, 3,
TEXHOJIOTHYECcKas MeTKa.

2) BropuyHas ynakoska

Ha stHkeTke rpynnoBoii
YNaKOBKH KOHTEHHEPOB
YKa3aHbl TOBAPHbIH 3HAK,
HarMEHOBaHHe, azipec,
TeJ./(akc MpOU3BOAUTENS,
TOProBOE HAMMEHOBAHHE
npenapara ¢

NPy NpeIUTENBHON
MapKupoBKoii ®,
rpyNNHPOBOYHOE
Ha¥MEHOBaHHe Mpenapara,
JIeKapCcTBEHHas HopMa, 00bEM
B MUJUTMIIUTPAX, COCTaB,
«OcmousnbHOCT 329
MOcMm/kr», «CTEPUIJIBHOY,
«BHYTPHUBEHHOY, ycnosus
XPaHEHHsl, YCIIOBUS OTITyCKa,
HOMEp PerHCTPaiOHHOTO
YAOCTOBEPEHHS, HOMED CEPHH,
CPOK I'OTHOCTH, «XPaHUTh B
HENOCTYIHOM JUIs IETeH
mecte!», «[IpuMeHsTh o
Ha3HAYEHHIO Bpaya»,
KOJIMYECTBO KOHTEHHEPOB,
WTpuxoBoii kog EAN-13,

MaHHUITYJISILUOHHBIC 3HAKH !, n
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Haneceno CpENCTBO
MlleHTHd)PlKaHHH A CUCTEMBI
MOHHUTOPHHIA IB)KEHHUSA
JICKapCTBEHHBIX NPENapaToB.

16. Xpanenwue

B 3amuménHOM OT CBeTa MECTE NIPH TEMIIEPATYPE HE BBILIE
25°C.

B 3anmméHHOM 0T cBeTa MecTe
NIPH TEMIIEPAType He Bhille
25°C.

17. Cpok rogHocTH

5 net B OyThLIKaxX CTEKISHHBIX, 2 TO/1a B KOHTEHHEPaX U3
TIEHKH MHOTOCJIOMHOM 10JIH01e()HHOBOM

2 rojia B KOHTEHHEPaxX U3 IUIEHKH
MHOTOCJIOWHO#H monHoneuHOBOM

* - nefictByromee u3nanue I'ocynapcreennoit ®apmakonen Poccuiickoii ®eneparmn
** - nelicTByrommee u3nanue Esponeiickoii ®dapmakonen

3axmouenne: coorBercTByeT TpeGoBanusm HJ[ JICP-009341/09-081021

Jara Bbinaun nmacmopra: 11.08.2022
3aBenyromuii KAnJI
Havansank OKK

JIMpexTop 1o KayecTBy

Cpoxk rognoctu n0: 07 2024
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