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AHajauTH4Yeckuii macnopt Ne 967
PEMAKCOJI® pactBop ans uny3nii

(xoHTeitHep) 400 M X 5
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1. Onucaunue

ITpo3pauHas GecuBeTHAs KUIKOCTh CO CIa0bIM
XapaKTepHBIM 3aIaxoM
(OprasonenTtuyeckuii MeTox)

IIpo3paynas GecuBerHas
SKUJKOCTB CO CJIa0BIM
XapaKTEepPHbIM 3aIlaxoM

2. IlogmHeHOCTD:

- Hanuyue aHATMTHYIECKOrO CHrHANA NP KOTMYECTBEHHOM IIpucyrcrByer
onpenenennu Hatpus (ADC)
- Kanuit Hamrane ananuTH4eckoro CUraana npu KOJIM4ECTBEHHOM Hpucyrcrsyer
omnpezaenennu kamus (AD3C)
~ AHTapHal KuCioTa BpeMeHa yzepkuBaHHS IMKOB THTAPHOM KHCIIOTHI, MErTIOMHHA, Coorserctayior
= MCIUIOMHH MHO3MHA, HIKOTHHAMK/A ¥ METHOHHHA HA XPOMAaTOrpaMMax
- HHO3UH HCIBITYEMOTO PacTBOPA, TOMYYEHHBIX MIPH KOJIMYECTBEHHOM
- HUKOTHHaMHUJ ONPEZIETIEHHH, JOJDKHBI COOTBETCTBOBATH BpEMEHAM
- METHOHHH YAEPKMBAHUS TTIMKOB COOTBETCTBYIOLIMX BEIIECTB HA
- XTOpHAIBI XpoMaTorpammax pacTsopa cpaBHeHus (a) (BOXKX)
XapaxkrepHas peakuus (Kauectsennas peaxuus, EQ** Tloncharenias
(peaxuus a))
% INocne npuGapneHus aMMoHuA XJ10puaa pacteopa 10,7 % u TTonoXKUTeBbHAS
% MarHum aMMoHus kapOoHata pactsopa 15,8 % He GoJiee geM JIérkoe
TIOMYTHEHHE; NPU JaJIbHEHIIeM NpHOaBIeHUH JUHATPHUS
ruapodocdara pacTopa 9 % Geblit KpUCTALTMYECKUH 0CATIOK,
HepacTBOpHMMBIH B aMMuaka pactBope (KauecTBennas peaxims)
3. Ilpo3pavnocTth HomxkeH 6b1Th po3pauHbiM (I'® PO*, usyaibHblif) IIpo3paunsrii
4. IIBeTHOCTH JomxeH 6bITh GecuBeTHEIM (I'D PO*, meTop 1) BecupeTHbIii
5. pH Ot 6,0 10 8,0 (I'® P®*, norenumomerpuyeck) 6,3
6. MexaHn4ecKkue BKIIIOYEHUS
— BHJMMBIE MEXaHHYECKHE BKITIOYEHHS Jlo/KeH COOTBETCTBOBATh TPEOOBAaHMAM CooTBeTcTBYET

— HEBUAUMBIC MEXaHNYECKHE BKIIIOYECHUA

(I'® PD*, Bu3yanbHslif)

B 1 M1 cpeHee YUCII0 YacTHII pasMepOM
10 MxM 1 Gonee He TODKHO NMPEBBIIATE 25, a CPEIHEE YHCIIO0
YacTHI pa3MepPOM 25 MKM U 60J1ee He JOJDKHO MpeBBImaTh 3
(TP PO* Merox 1)

10 MxM 1 Gosiee — 1 B 1 Ma
25 MxM 1 Gonee —1 B 1 M

7. 3BnekaeMblit 00BEM, MIT He mMenee HomunansHoro (I'® PO*) 430
8. PoncTBennrle mpumecH:
o P — He Gonee 3,0 % oT HOMHHATBHOTO coAepxanus uHo3uHa (BDXKX) 0,7

~ FMIIOKCAHTHH U TYaHO3MH

— He 6onee 3,0 % 0T HOMMHANBHOTO COIEP)KaHN HUKOTHHAMUA

(BOXX) 0,3
- HUKOTHHOBAs KHCJIOTa .

—CymmapHoe coziepykaHHe HEMICHTHHULMPOBAHHKIX MpUMeCEH B

TNIPOLIEHTAX OT CyMMBI IUTOMA/eH MMKOB HUKOTHHAMHU/IA, HHO3HHA H 04
~ PEARCHTHOMIMIDOBRIKER, IpKMECH METHOHHHA He JIOJDKHO mpeBbimaTh 2,0 % (BOXKX)
9. OCMOISJILHOCTD Ot 296 10 362 MOcm/kr (I'D PO*, kprockonuueckuii) 326

IpenensHoe conepxanue ue Gonee 1,9 ED/mn

10. bakrepuanbHble SHAOTOKCHHEI

(T'® PO* meron A)

Mesnee 1,9

11. AHOMaJILHAsA TOKCHUYHOCTD
(U1 KOHTEHHEPOB IOJIMMEPHBIX)

JomxeH OpITh HeTOKCHYHBIM (I'D PD*)

He Toxcuuen

12. CTCpH JIBHOCTE JomKeH OBITh CTEPHIBHBIM CrepuibHblii
(I'® PO*, meTox MeMOpaHHO#M duiabTpanuu) Cepis BiMymeHa N0 napameTpam
- | ot 132 no 162 Mmons/n Hatpus (ADC) 145
13. KonugecTBeHHOE OIpeieICHHE: o 0 A kT R e LA s
ot 1,13 no 1,39 mmons/n Maruus (TuTpumeTpus) 1,26
ot 98 50 120 Mmois/n xnopuaoB (Tutpumerpus) 109
ot 4,75 1o 5,81 r/n C4HeO4 (sHTapHOI KHcnoTsl) (BIXKX) 5,25
ot 7,85 10 9,60 r/n C;H;;NOs (Mermomuna) (BOXKX) 8,75
ot 1,80 10 2,20 r/n C;oH,N4Os (uH03uHa) (BOXKX) 1,98
ot 0,225 110 0,275 r/n C¢HgN,O (HuKoTHHaMuza) (BIXKX) 0,250
ot 0,675 10 0,825 r/n Cs Hi;iNO,S (MeTnonuna) (B2XKX) 0,755
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14. YnakoBka

Tlo 400 mMn B GyTBUIKH CTEK/IAHHBIE BMECTHMOCTBIO 500 MII, yKymopeHHbIe
npoOKaMH M3 pe3uHbl, OOXKaThle KOJNMAauKaMH KOMOMHHDOBAHHBIMH W3
amOMHHMA M IulactMaccel. Ha  OyThulKy  HAaKIEHBAIOT — 3THKETKY
camoknesmyiocs. Kakmyio GyThulky BMecTe C HMHCTPYyKIMeH no
MEIMIMHCKOMY NPHMEHEHHIO NMOMEIIAIOT B MayKy M3 KapTOHa, Ha KOTOPOH
JIOMYCKAeTCA HAHECEHHE ITHKETKH KOHTPOJIS IEPBOTO BCKPHITHA.

ITo 400 Mn B KOHTeHHEPHI W3 IUIEHKH MHOTOCJIOHHO#M MOMHOoNe(pHHOBOM.

Ha xoHTeiiHep METOIOM TepMONeYaTH HAHOCAT MAPKHPOBKY.

5 KOHTEeHHEpPOB BMECTe C HHCTPYKLHMEH MO MEIHLHHCKOMY IPHMEHEHHIO
NIOMEMIAIOT B IPYTIOBYIO Tapy H3 KapTOHa ropHpPOBaHHOTO.

Ilo 400 Mn B KOHTeHHepax H3

TUIEHKH MHOTOCJIOHHOH
TIONHOTIe)HHOBOI.

Ha KOHTeiHep METOZIOM
TepMoIneyaTH HaHECeHa
MapKHPOBKa.

5 KOHTEHHEPOB BMECTE  C

HMHCTPYKUHEH MO MEIHIHMHCKOMY
p ) B

TPYNNoOBYIO Tapy H3 KapToHa

rod)pHpOBaHHOTO.

Tpebosanus HJI k  ymakoske

COOMOEHBI.

15. MapkupoBka

1) Ileppuunas ynakoBka

Ha sTkeTke OyThUIKH YKa3bIBAlOT: TOBapHBIH 3HAaK, HANMEHOBAHHUE, aJpec,
TeN./(pakc MPOU3BOAMTENS, TOPrOBOE HAMMEHOBAHHE NPenapara ¢
npeaynpeAUTeIbHOM MapKUPOBKO# ®, tekapcTBeHHYI0 GopMy, 06BEM B
MHUJUTHIATPAX, HOMEpP CEPHH, CPOK FOHOCTH, COCTaB, «OCMONIAIBHOCT

329 MmOcm/kr», « CTEPUIBHO», «BHYTPUBEHHO», «HecmaunBaeMoCTs
BHYTPEHHE# MOBEPXHOCTH OyTHUIKH HE ABNAETCA MPOTHBOMOKA3aHHEM K
TIPUMEHEHHIO NPENapaTay, yCJIOBHA XPaHEHHA, HOMEP PErHCTPALMOHHOTO

YAOCTOBEPEHHS, MHUKTOrPAMMBI:
i nm

R

Ha xOMOHHHPOBaHHOM KOJINAYKe AOMyCKAaeTCs HAHECEHHE HHANBHAYATBHOrO
TEXHOJIOTHYECKOT0 HOMEPa H/HIIH IBYMEPHOTO ITPHUXKoAa (2D).

Ha koHTejiHepe yKasbIBalOT: TOBAapHBIA 3HaK, HAUMEHOBaHHE, afPec,
TeJ./(hakc MPOM3BOAMTENS, TOPrOBOE HAMMEHOBAHHE NpenapaTa ¢
npenynpeIMTenbHOH MapkupoBKo# ®, iekapcTBeHHYIO hopMy, 06BEM B
MWUTIIATPAX, HOMEp CePHH, CPOK TOAHOCTH, CocTaB, «OcMomsbHOCTD 329
MOcMm/kr», «CTEPUJIBHO», « BHYTPUBEHHOY, ycnoBus XpaHeHHs, HOMEp
PErUCTPALIHOHHOrO YAOCTOBEPEHHS, IPaayHPOBOYHYIO mIKany ¢ MeTkamu 0, 1,
2, 3, TEXHOJIOTHYECKYIO METKY.

2) BropuuHasi ynakoBka

Ha nauke yka3sIBaloT TOBapHSIi 3HaK, HAUMEHOBaHHE, ajpec, Tel./(akc
IPOH3BONTEISA, TOPrOBOE HAMMEHOBAHKE MPEMNapara ¢ NpeAyNnpeaHTebHON
MapKHPOBKOH ®, rpynnupoBOYHOE HAHMEHOBAaHHE Npenapara,
JIEKapCTBEHHYIO HopMy, 00BEM B MIJUTHIHTPaX, cocTas, «OCMOISITBHOCT
329 mOcm/kr», «CTEPHJIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTPEHHEH OBEPXHOCTH GYTHUIKH HE ABIAETCA POTHBONOKA3aHHEM K
NPUMEHEHHUIO NPErapaTay, YCIOBHS XPaHEHHs, HOMEP PErHCTPaLHOHHOrO
YAOCTOBEPEHHSI, HOMEP CEPHH, CPOK FOAHOCTH, «XPaHHTh B HEAOCTYITHOM 1A
nereit mecte!y, «IIp Th 110 HA3HA 0 Bpa4a», yCJIOBHsA OTITyCKa,
mrpuxoBoi kox EAN-13, papmakox (pharmacode), rpaduueckoe

u300pakeHne OYTHUIKH % , THKTOrPaMMBI, pacIIH(POBKa MHKTOrpaMM
«iexapcreennas dopma PACTBOP [IJISI HHOY3Uid»,

:cr;oco6 npumenenns BHYTPUBEHHO KATIEJIBHO»,

:q):pmaxorepanenmqecm rpynna METABOJIMYECKOE CPEJICTBO».
JlonyckaeTcs HaHeCEHHE CPEICTB HACHTH(PHKAUHMH UL CHCTEMBbI
MOHHMTOPHHT'A JIBH)XEHHS JIEKAPCTBEHHBIX NIPENapaToB.

Ha sTHKeTKe rpynnoBoii ynakoBKH KOHTEHHEPOB YKa3bIBAIOT TOBAPHbIH 3HAK,
HauMEHOBaHHe, afIpec, Tel./(hakc MPOU3BOAMTENS, TOProBOE HAMMEHOBAHHE
npenapara ¢ npeaynpeauTeabHOR MapKHPOBKO# ®, rpynmHpOBOYHOE
HaMMEHOBAHHME MPENapaTa, JeKapCTBEHHYIO HopMy, 00BEM B MIJUTHIMTPAX,
cocras, «OcMomseHOCTh 329 MOcM/kr», « CTEPAJIBHO»,
«BHYTPUBEHHOM®, ycnoBus XpaHeHHs, YCIOBHSA OTITyCKa, HOMEP
PETHCTPALMOHHOTO YOCTOBEPEHHSA, HOMEP CEPHH, CPOK FOXHOCTH, «XPaHHTh
B HEJIOCTYNTHOM 1 aeTei mecte!», «IIp Th 110 HAa3HA 0 Bpa4a»,
KOJIMYECTBO KOHTEHHEepOB, TPpuXoBo# koa EAN-13, MaHUNyIALMOHHBIE

3HaKH ! A H, j ) { JlomyckaeTcs: HaHECEeHHE CPE/CTB MAEHTH(HKALMH
JUISL CHCTEMBI MOHUTOPHHI'A IBH)KEHHS JIEKAPCTBEHHBIX MPENapaToB.

1) IlepBuuHas ynakoBka

Ha xoHTeliHepe yka3aHsl:
TOBapHbIH 3HaK,
HalMEHOBaHHE, aJpec,
Te1./hakc MPOU3BOIUTENS,
TOPFOBOE HAUMEHOBaHHE
npenapara ¢
NpeRYNpENUTENbHOM
MapKUpPOBKOi ®,
JekapcTBeHHas Gpopma, 06bEM
B MHJUTHJITPAX, HOMEp CEpUH,
CPOK FOZHOCTH, COCTaB,
«OcMmonsansHOCTB 329
MOcMm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOp, ycious
XpaHEHHs, HOMEp
PErHCTPaLHOHHOTO
YAOCTOBEPEHHUS,
rpagyMpoBOYHas LIKaja C
merkamu 0, 1, 2, 3,
TEXHOJIOTHYECKAs METKa.

2) BropuuHas ynakoBka

Ha sTukeTke rpynnosoi
yNaKOBKH KOHTEHHEPOB
yKa3aHbl TOBapHBIH 3HAK,
HaWMEHOBaHHUE, aJipec,
TeJ./hake MpOM3BOAUTENS,
TOProBOE HAMMEHOBaHHE
npenapara ¢
NpeAyNpEaUTENbHOM
MapKUpoBKoO# ®,
rpyNIHpOBOYHOE
HaNMEHOBaHUE Mpenapara,
JiekapcTBeHHas GpopMa, 06bEM
B MHJUIMJINTPAX, COCTaB,
«OcMosbHOCTB 329
MOcwm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnosus
XPaHEHUs, YCIOBUSA OTITyCKa,
HOMEp PETUCTPALIUOHHOTO
YIOCTOBEPEHHS, HOMEP CEpHH,
CPOK MOZIHOCTH, «XPaHHUTh B
HEIOCTYITHOM JUIs IeTeH
Mmecte!», «[IpUMEeHATH o
Ha3HaYEHHIO Bpayay,
KOJINYECTBO KOHTEHHEPOB,
wTpuxoBoit kox EAN-13,

MaHHUIYJISHOHHBIE 3HAKH !, LI
7.4

HaneceHo cpencrso
UIEHTHUKALMHY [/ CHCTEMBI
MOHHMTOPHHTA JBIKECHHUS
JIEKapCTBEHHBIX IIPENapaTos.

16. Xpanenue

B 3amuménHoOM OT cBeTa MecTe IIpU TEMIIEPATYPE HE BHILIE
25 °C.

B 3ammménHOM OT cBeTa MecTe
NIPH TEMIIEpPaType He BhILIE
25 °C.

17. Cpok romHOCTH

5 net B OyThUIKaX CTEKJISAHHBIX, 2 T0/la B KOHTEHHEpax U3
TIEHKHM MHOTOCJIONHOM mosinoneHHOBOM

2 roja B KOHTelHEpax U3 IUIEHKH
MHOTOCJIOHHOH moHonepuHOBOR

* - nefictBytomee m3nanue ['ocynapcreennoi ®@apmakoneun Poccuiickoit ®enepaimn
** _ nelictByromee usnanue Esponeiickoii @apmakornen

3aximodenne: coorBercTByeT TpeboBanusam HJ[ JICP-009341/09-081021

Jara Beigaun nacnopra: 15.09.2022

3aBenyromuiit KAnJI

Havansank OKK

JlupexTop 1o KayecTBy

Cpoxk rognoctu no: 09 2024
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A. C. Bnacosa
A. U. ®€noposa

C. U. Cxopuk




