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1. Oncanue

Ipospaynas GecuBeTHas KUAKOCTH CO CIAGBIM
XapaKTEpHbIM 3aMaxoM
(OpraHonentuyeckuii MeTo)

Ipospaunas Gecusernas
JKUAKOCTB CO C1a0bIM
XapaKTEPHBIM 3a1axoM

2. IlommuHHOCTS:

o Hamuyue ananntiyeckoro curuana npy KOMMYeCTBEHHOM IpucytcTeyer
- HaTpui
onpenenenny Hatpus (ADC)
- KaJMii Hanvuue ananmtudeckoro curaana npu KonH4eCTBEHHOM pucyrcrsyer
onpenenennu kamus (ADC)
- AHTapHAs KACI0TA Bpemena yaepxuBaHus IMKOB SHTAPHOM KHCIOTHI, METTIIOMHHA, Coorserctayior
-~ METTIOMHH MHO3HMHA, HIKOTHHAMH/IA M METHOHHMHA Ha XpOMAaTOrpamMmax
- HHO3UH HCIBITYEMOTO PacTBOPA, MOTYYEHHBIX NP KOJIHYECTBEHHOM
- HUKOTHHaMH OIpE/IEICHHH, 0JDKHBI COOTBETCTBOBATH BpEMEHAM
- MCTHOHHUH YAEpKUBaAHUA MUKOB COOTBETCTBYIOIIMX BEIIECTB Ha
- XIOPHIBI XpoMaTorpaMMax pacTeopa cpaBHeHus (a) (BOXKX)
Xapaxrepnas peakuust (Kauecrennas peaxuus, EQ** TonoXuTE B HAS
(peaxuus a))
B Tocne npu6asnenus aMmmonus xyopuaa pactsopa 10,7 % u TMonoxUTENbHAS
= MdTHIH aMMoHHs kapGoHata pacTeopa 15,8 % He Gonee uem nérkoe
TIOMYTHEHHE; TIPH JallbHEHINEeM NPHOABIEHUH JUHATPHS
ruapodocdara pactopa 9 % GenbIii KpHCTALIMYECKHH OCALOK,
HEpaCTBOPHMBIif B ammuaka pactsope (Kauectsennas peaxuus)
3. Hp03pa‘{HOCTI; HomxeH 6biTh Tpo3paunbiM (D PD*, BusyanbHblii) IIpo3paunsrit
4. IIBeTHOCTH Homxen 661k 6ecuBeTHBIM (I'D PD*, MeTox 1) BecuserHslif
5.pH Ot 6,0 10 8,0 (I'd Pd*, norenumomerpueckn) 6,3
6. MexaHuueckue BKIIOUECHHUS
— BHMMBIE MEXaHUYECKHE BKIIOUCHHS JomkeH COOTBETCTBOBATh TPEGOBAHUAM CoorBeTcTBYyET

— HEBUAUMBIC MEXaHUYECKHUE BKIIFOYEHUA

(I'® PO*, BusyanbHbli)

B 1 M cpennee umcio gactuu pasmepom
10 MM 1 Gontee He TOKHO NPEBLIMATE 25, a CPEAHEe THCIIO0
4aCTHIL pa3MepoM 25 MkM H 6osiee He JOJDKHO NMPEBBIIATH 3
(I'® PO* Meroxn 1)

10 MM 1 Gostee — 1 B 1 M
25 MM 1 G6otee — 1 B 1 M

7. U3BiiekaeMbrii 00BEM, MII He Menee HomunanbHoro (I'® Pd*) 425
8. PoncTBeHHbIE IpHMeECH:
A p —He Gonee 3,0 % oT HOMHHAIBHOTO COAEPXKAHHI HHO3HHA (BOXX) 0,6

- THIIOKCAHTHH U TYaHO3HH

— He Gonee 3,0 % 0T HOMMHAJILHOTO COIEP)KAHMS HUKOTHHAMKIA

(BOXX) 03
- HUKOTHMHOBAA KHCJIOTa

— CyMMapHOe conepikaHHe HeaeHTH(MLIMPOBAHHBIX IPHMECEH B

TIPOLICHTAX OT CyMMBI IUIONIa/ieH MMKOB HUKOTMHAMMIA, HHO3HHA U 0,3
~ FCHICHTHMIEpOBAHBHE TpHMECH METHOHHHA He I0JDkHO npeBbimath 2,0 % (BOXX)
9. OCMOJISUIBHOCTD Ot 296 10 362 MOcM/kr (I'® PO*, kprocKkomIIECKHii) 327
10. BaKTepI/IaJILHLIe JHAOTOKCHHEI IpenensHoe comepxanue He 6omee 1,9 ED/mn Mesnee 1,9

(I'® PO*, merox A)

11. AHOMaNTPHAS TOKCHYHOCTH
(W11 KOHTEHHEPOB IOJIUMEPHBIX)

Hoken 66T HeTOKCHYHBIM (I'D PD*)

He Toxcuuen

12. CTepriibHOCTD JlomkeH OBITh CTEPHIIBHBIM CrepunbHsiit
(I'® PO*, meron MeMOpaHHOM GusbTpanym) Cepu BhiMymmeHa N0 napameTpam
3 . 0T 132 10 162 MMamw/m watpus (ADC) 116
13. KonnyecTBenmnoe OITPeJeJICIIHO: oT 3,62 110 4,42 Mmob/ xanms (ASC) 400
ot 1,13 10 1,39 mmonb/1 Maraus (THTpuMeTpHs) 1,25
ot 98 o 120 Mmons/n x10prnoB (THTpHMeTpYs) 109
ot 4,75 110 5,81 r/n C4HgO4 (aHTapHOM KuCcn0TH) (BIXKX) 525
ot 7,85 10 9,60 r/n C;H7NOs (Mermomuna) (BXKX) 8,68
ot 1,80 10 2,20 r/n C1oH2N4Os (uHo3MHa) (BXKX) 197
UL'U,225 [0 U,2 /3 1771 LeHNoU (HuKOTHHAMHTE) (BIKX) 0,547
ot 0,675 no 0,825 r/n CsH;;:NO,S (mMeTHoHMHa) (RIXX) 0,746
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14. YoakoBka

Tlo 400 mn B GyTBUIKM CTEKISIHHBIE BMECTHMOCTbIO 500 MJI, yKynOpeHHbIE
npo6kaMk W3 pe3uHbl, OOXaTble KONMA4KaMH KOMOWHMDOBAHHBIMH H3
amMOMHHMA M IactMaccsl. Ha  OyThUIKYy — HAKJIEHMBAIOT — 3THKETKY
camoknesuytocs. Kaxmyio OyTsUlKy BMeCTe C  HHCTpyKuMed no
MEJMUMHCKOMY NPHMEHEHHIO NMOMEMIAIOT B MayKy M3 KapTOHa, Ha KOTOpO#H
JIOMYCKAEeTCs HAHECEHHE ITHKETKH KOHTPOJIA NIEPBOTO BCKPHITHA.

TTo 400 M1 B KOHTEHHEPHI U3 IUIEHKH MHOTOCIIONHO#M MOMHONe)HHOBOM.

Ha koHTelHep METOIOM TEPMOIIEYaTH HAHOCAT MaPKHPOBKY.

5 KOHTeiHepOB BMECTE€ C HHCTPYKIHEH 10 MEIMUMHCKOMY TNPHMEHEHHIO
MOMEWAIOT B TPYNIOBYIO Tapy U3 KapTOHA ro)PHPOBAHHOTO.

ITo 400 M B KOHTeiHepax H3

TUIEHKH MHOTOCIIOHHOM
ToJHONE(HHOBOH.

Ha KOHTeiHHEp METOZIOM
TepMOTeYaTH HaHeceHa
MapKHpOBKA.

5 KOHTEHHEPOB  BMeCTE  C
HMHCTPYKIHEH MO METHUHHCKOMY
np ) TIC \4 B
IPYNNOBYIO Tapy H3  KapTOHa
ro(ppHpOBaHHOTO.

Tpebosanua HJl k ynmakoBke
COOII0IEHBI.

15. MapkupoBka

1) IlepBnunas ynakoska

Ha stukeTke OyTHUIKM YKa3bIBAIOT: TOBAPHbIH 3HaK, HANMEHOBaHHUE, aapec,
Te./haKe MPOM3BOAKMTENS, TOProBOE HAMMEHOBAaHUE NpeTapaTa ¢
npeaynpeUTeNbHON MapKHPOBKO# ®, iekapcTBeHHyI0 GopMy, 06bEM B
MHJUTHJIATPAX, HOMEP CEePHH, CPOK TOXHOCTH, cocTaB, «OCMOIAILHOCTD

329 MOcm/kr», «CTEPUIIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTPEHHE# OBEPXHOCTH OYTBUIKH HE ABJIAETCA MPOTHBONOKA3aHHEM K
MPHUMEHEHHIO TIperiapaTay», yCloBHA XPaHEHHs, HOMEP PETHCTPALMOHHOTO
yuocmnepe:n:, IIHKTOTPaMMBI:

g NEl

Ha KoMGHHHPOBaHHOM KOJIITaYKe HOMYCKAETC HAHECEHHE HHWBHIYabHOTO
TEXHOJIOTMYECKOTO HOMEPA H/HITH AByMEPHOro WTpHXxkoza (2D).

Ha koHTeliHepe yKa3bIBAIOT: TOBAapHbIi 3HAaK, HAUMEHOBAHME, a/IPEC,
TeJ./(paKke NPOU3BOAMTENA, TOPrOBOEC HANMEHOBAHHE NPENapaTa ¢
TIpeynpeAMTENbHON MapKHPOBKOH ®, 1eKapcTBEHHYIO (opMy, 06BEM B
MHJUTHJIATPAX, HOMEP CEPHH, CPOK FOAHOCTH, cocTaB, «OCMOATBHOCTE 329
MOcm/kr», « CTEPUJIBHO», «BHYTPUBEHHO», yciioBHs XpaHEHHA, HOMEP
PETHCTPALIHOHHOTO Y/IOCTOBEPEHHS, IPaXyHpPOBOUHYIO IKany ¢ MeTkamu 0, 1,
2, 3, TeXHOJIOTHYECKYIO METKY.

2) BropuuHasi ynakoBKa

Ha nauke yka3bIBalOT TOBapHbIii 3HaK, HANMEHOBAHHE, aJpec, Tel./dakc
NPOM3BOAMTENIS, TOPrOBOE HAMMEHOBAHHE NPENApaTa ¢ MPeXyNpeauTENbHON
MapKMpOBKO# ®, rPyNIHPOBOYHOE HAMMEHOBAHHE NPENapara,
JIeKapCTBEHHYIO GopMy, 00BEM B MIJLTWIHTPAX, cOcTaB, «OCMONATBHOCTD
329 MOcm/kr», « CTEPUIIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTPEHHEH MOBEPXHOCTH OYTHUIKH HE ABJIAETCA IPOTHBOMOKA3aHHEM K
TPUMEHEHHIO NPENApaTay, YCIOBHA XPaHEHHS, HOMEP PErHCTPAHOHHOTO
YAOCTOBEPEHHS, HOMEP CEPHH, CPOK T'OHOCTH, «XPaHHTh B HEJOCTYTIHOM U1
netet mecte!», «[IpHMEHATH 110 HA3HAYEHHIO BPauay, yCJIOBHA OTIYCKa,
wrpuxoBoii kog EAN-13, dbapmakon (pharmacode), rpaduueckoe

u300paxeHne GyTBUIKH # , TMKTOrPaMMBbl, PaCIIH(POBKa MHKTOrPaMM
«iekapcrsennas dopma PACTBOP JUIA UHOY3U»,

«cr;ocoG npumenennss BHYTPUBEHHO KATIEJIBHO»,
[ ]

L

«papmaxotepanesTuyeckas rpynna METABOJIMYECKOE CPEJJICTBO».
JlonyckaeTcs HAHECEHHE CPEACTB HACHTH(HKALIMH JUTS CHCTEMBL
MOHHTOPHHIA JBHXXEHHS JIEKAPCTBEHHBIX NPENaparos.

Ha sTHKeTKe rpynmoBo# ynakoBKH KOHTEHHEPOB YKa3biBAIOT TOBAPHBIN 3HAK,
HaMMEHOBAaHHUE, aJIpec, Tel./(haKe IIPOU3BOAMTENS, TOPrOBOE HAUMEHOBAHHE
npenapara ¢ npeaynpeIuTenbHOi MapKHPOBKO# ®, IrpyNnUpOBOYHOE
HaMMEHOBAHKE NPENApaTa, JIEKapCTBEHHYIO (opMy, 00bEM B MHJLTHITMTDAX,
coctas, «OcMonsuibHOCTS 329 MOcM/kr», «CTEPHIIBHO»,
«BHYTPUBEHHOp, yciioBHs XpaHEHH, YCIOBHA OTIYCKa, HOMEP
PETHCTPALHOHHOrO yAOCTOBEPEHHS, HOMEP CEPHH, CPOK TOHOCTH, «XPaHUTh
B HEJOCTYIIHOM JUlA AeTeit Mecte!», «IIp Th 110 HA3HA 0 Bpaya»,
KOJIMYECTBO KOHTEHHepoB, WITpixoBoii ko EAN-13, MaHUNyIA1MOHHBIE

3HAKH ! s n, j s { JlomyckaeTcs HaHeCeHHe CPEACTB HACHTHDHKALIAK
JUISL CHCTEMBI MOHHTOPHHI'A IBHXKEHHSA JIEKapCTBEHHBIX NPENapaToB.

1) Ilepuynas ynakoBka

Ha koHTeiiHepe yka3aHbi:
TOBApHBIi 3HaK,
HaUMEHOBAHME, aJIpec,
TeN./pakc MpOU3BOAUTEN,
TOProBOE HAMMEHOBAHHE
npenapara ¢
npexynpeauTeabHON
MapKupoBKoO# ®,
nexapcrBeHHas GopMa, 00bEM
B MUJUTHJIUTPaX, HOMEp CEpHH,
CPOK F'OTHOCTH, COCTaB,
«OcMonsIbHOCTD 329
MOcMm/kr», «CTEPUJIbHOM,
«BHYTPUBEHHOY, ycnoBus
XpaHEHHs, HOMEP
PETrHCTPALIHOHHOTO
YAOCTOBEPEHHS,
rpagyHpoBOYHAs LIKaJa C
metkamu 0, 1, 2, 3,
TEXHOJIOTHYECKas METKa.

2) BropuyHas ynakoBka

Ha sTHukeTke rpynnosoi
YNaKkoBKH KOHTEHHEPOB
yKa3aHbl TOBAPHbIN 3HaK,
HalMEHOBaHHE, azipec,
Ten./(akc NpOU3BOAMTES,
TOProBOE HAMMEHOBAHHE
npenapara ¢
MpeRyNnpeaUTENBHON
MapKUpOBKO#H ®,
rpyNNUPOBOYHOE
HaWMEHOBAaHHE TIpenapara,
nekapcTBeHHas Gopma, 00bEM
B MHJUTMJINTPAX, COCTaB,
«OcMonsnbHOCTD 329
MOcMm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnosus
XPaHEHHUs, YCIOBHS OTITyCKa,
HOMEp PErHCTPalHOHHOTO
YIOCTOBEPEHHS, HOMED CEPHH,
CPOK I'OIIHOCTH, «XPaHHTh B
HEZIOCTYIHOM JUIsl AeTel
Mmecre!y», «[IpuMeHsTs o
Ha3HAYSHHIO Bpayay,
KOJIMYECTBO KOHTEHHEPOB,
wTpuxoBoit kox EAN-13,
MaHHUMYJISLIHOHHBIE 3HAKU ! ﬂ,
T4

Haneceno cpencrso
HUICHTUGUKALMH IS CHCTEMBI
MOHHTOPHHIA JABWKEHHS
JIEKapCTBEHHBIX MPENapaToB.

16. Xpanenue

B 3amMIEHHOM OT CBETa MECTE [P TEMIIEPATyPE HE BBILIE
25 °C.

B 3anminéHHOM OT CBETa MecTe
NpH TEMIepaType He BbILIE
25/°C.

17. Cpok rogHocT!

5 net B OyThUIKaX CTEKJISIHHBIX, 2 T0J]a B KOHTEHHEPaX U3
TIEHKH MHOTOCIIOHHO# no11oaeuHOBOR

2 rojia B KOHTEHHEPAX M3 IUIEHKH
MHOTOCJIOHHOM MoHONeHHOBOH

* - neiictBytoiee u3nanue 'ocynapcreennoi ®@apmakonen Poccuiickoi @enepauun
** - neiictByromee uznanue Esponetickoi @apmakonen

3akiouenne: coorBeTcTByeT TpeboBanusm HJ JICP-009341/09-081021

Jlata Beimaun nacnoprta: 05.07.2022
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Cpox rognoctu 10: 06 2024

A. C. Bnacosa

A. . ®Eénopora

/ C. U. Ckopux
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