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1. Onucanue

IIpo3paynas GecLBeTHas KUIKOCTD CO CIAOLIM
XapaKTEPHBIM 3aMlaXxoM
(Opra”onentuyeckuii MeTon)

ITpo3paunas GecuseTHas
YKHIKOCTB CO C1a0bIM
XapaKTEePHBIM 3aI1aXOM

2. IlommMHHOCTS:

- Hanuyne aHanMTHYECKOrO CHrHaia MpH KOJIMIECTBEHHOM Ipucyrcrsyer
omnpenenennu Hatpus (ADC)
- KaJui Hanuune aHanutHyeckoro CUrHasia npu KOJIM4ECTBEHHOM HpucyrerByer
omnpezaenennu kams (ADC)
- AHTapHas KKCJI0Ta BpemeHa yziepxuBaHus IMKOB SHTAPHOM KMCIIOTHI, MEMTIOMHAHA, Cootserctayior
- MCTIIIOMHH MHO3WHA, HUKOTHHAMHU/IA M METHOHHHA Ha XpOMaTorpaMMax
- HHO3MH HCIIBITYEMOI'O PaCTBOPA, NOJYYEHHBIX MPH KOJIMYECTBEHHOM
- HUKOTHHaAMHU OIIPEEICHUH, OJDKHBI COOTBETCTBOBATh BPEMEHAM
- METHOHHUH YAEP)KMBAHHUS TTHKOB COOTBETCTBYIOIIMX BEIIECTB HA
XpoMaTorpamMmax pacTBopa cpasenus (a) (BOXKX)
= XIOpHAH XapakrepHas peakuws (Kadectsennas peakuus, EQ** I
> OJIOXKHUTENbHAs
(peaxuys a))
. Ilocne npubaBnenus aMmmonus xopuza pacteopa 10,7 % u [TONOKUTEBHAS
~‘MArHHH aMMoHHs kap6oHara pactsopa 15,8 % He Gonee yeM nérkoe
TIOMYTHEHHE; TIPH JaJIbHEMIIeM NPUGaBICHAN TMHATPHS
ruapodocdara pactBopa 9 % Gelblii KPHCTALIMYECKHIA 0CAIOK,
HepacTBOpHMBIH B aMMuaka pactBope (KauecTsennas peakims)
3. ITpo3paunocTh HomkeH 61Tk npo3pauHbiM (I'® PO*, BusyaibHblif) ITpo3paunsrii
4. IIBeTHOCTH Hoimxen 6b1Th 6ecBeTHBIM (I'® PO*, meTon 1) BecuseTHblii
5.pH Ot 6,0 1o 8,0 (I'®d Pd*, notenmomerpudeckm) 6,3
6. MexaHn4eckne BKIIIOTIEIIHSI
— BHIMMBIE MEXaHHYECKHE BKIOUEHHS JloJbkeH COOTBETCTBOBAThH TPEOOBAHHUAM CooTBeTCTBYyET

— HEBUAMMBIC MEXaHUYCCKHUE BKIIIOUECHUA

(I'® PD*, BusyansHblit)

B 1 M1 cpeHee YHCII0 YaCTULL pasMepoM
10 mMxM 1 Gonee He JOJDKHO MPEBBIIATE 25, a CpeaHee YUCIIO
9aCTHIl pa3MEPOM 25 MKM M 6oJiee He JOJDKHO MPEBBILATh 3
(I'® PO* Meron 1)

10 MmxMm 1 G6oee — 1 B 1 Ma
25 MM 1 6onee — 1 B 1 Ma

7. N3BnekaeMblit 00bEM, MII He menee HomuHansHoro (I'® PO*) 425
8. PoncTBeHHbIE pUMeECH:
on p — He Gonee 3,0 % ot HOMHHaIBHOTO conepkanus MHo3MHa (BOXKX) 0,2

- THIIOKCAaHTHH U IyaHO3HH

— He 6onee 3,0 % oT HOMHHANBHOTO COAEPIKAHUS HUKOTHHAMH/IA

(BOXX) 0,3
- HUKOTHHOBAs KHCJIOTa

— CymMapHoe coziepxkaHie HeHAEHTHOULMPOBAHHBIX IPUMECEii B

NPOLEHTAX OT CYMMBI IUIOIIA/ICH MHKOB HUKOTHHAMKU/IA, HHO3HHA H 0,4
= U OB AHEES TDHHSCH METHOHHMHA HEe I0JDKHO npesbimats 2,0 % (BOXX)
9. OCMOJISUIBHOCTD Ot 296 10 362 MOcm/xr (I'® PO*, xprockonudeckuit) 327

IIpenensHoe conepsxanue He Gonee 1,9 ED/mn Memnee 1,9

10. bakTepuanbHbIe 3HIOTOKCHHEI

(T'® PO*, meton A)

11. AHOMaJIBHAs TOKCUYHOCTD
(Wit KUHTERHEPUB LOJUMEPHBIX)

JlommkeH ObITh HeTOKCHYHBIM (I'® PD*)

He ToxcuyeHn

12. CTtepuIbHOCTH

JlomxkeH OBITH CTEPUIIBHBIM

CrepunbHblit

(C'® PO*, meTox MeMOpaHHON QUIBTpALIUH) Cepus BLmyIeHa MO NapaMeTpam

- | ot 132 no 162 mmons/n Hatpus (ADC) 142

13. KonugecTBeHHOE OTpe/Ie/IEHHE: OT 3,62 20 4,42 aeoits/ s (AC) st
ot 1,13 110 1,39 Mmons/n MarHus (TUTpuMeTpHs) 1,28

ot 98 10 120 Mmons/1 xnopunoB (TutpumeTpus) 109

ot 4,75 110 5,81 r/n C4HeO4 (stHTapHOM KHcnoTs) (BDXKX) 5,26

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

ot 1,80 10 2,20 r/n C1oH12N4Os (MHo3uHa) (BIXKX) 1,98
ot 0,225 510 0,275 r/n C¢HgN,O (HukotrHamuza) (BOXKX) 0,249
01 0,675 10 0,825 r/n Cs Hi;NO,S (MetronuHa) (BOXX) 0,754
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14. YakoBka

ITo 400 M B OyTbUIKH CTEKJISHHbIE BMECTHMOCTBIO 500 MJI, yKymopeHHbIie
npoGkaM¥ W3 pe3uHbl, O0XaTble KOJNNAaYKaMH KOMOMHHDOBAaHHBIMH M3
AMOMHHHA W mnactmaccel. Ha  OyThiIKy  HaKJIEHBAIOT — 3THKETKY
camokuesiyiocs. Kaxayro  OyThUIKy BMecTe C  HMHCTPYKIHMEH mo
MEMIMHCKOMY NPHMEHEHHIO NMOMEIAIOT B Ma4yKy M3 KapTOHA, Ha KOTOPO#H
NIOITYCKAeTCsl HAHECEHHE ITHKETKH KOHTPOJIS IEPBOTO BCKPBITHA.

TTo 400 M1 B KOHTElHEPbI U3 IUIEHKH MHOTOC/IONHO#M MOTHONe(HHOBOH.

Ha koHTeHHep MeTO0M TepMOIEYaTH HAHOCAT MAPKHPOBKY.

5 KOHTEHHEPOB BMECTe C MHCTPYKLUHEH MO MEIHLMHCKOMY NPHMEHEHHIO
MOMELIAIOT B IPYIIIOBYIO Tapy W3 KapTOHA rOPHPOBAHHOTO.

Ilo 400 mMn B KOHTeiHepax M3

TUIEHKH MHOTOCTIOHHO#H
NONHONE(HHOBOH.

Ha KOHTEHHED METOZIOM
TEpPMONEYaTH HaHeCeHa
MapKHPOBKa.

5 KOHTEHHEPOB BMECTE  C

HHCTPYKLHEH TI0 METHIHHCKOMY

p ) o B
IPyNnoByld Tapy H3 KapToHa
roppHpPOBaHHOTO.

TpeGosanus HJl x  ynakoBke
co0moeHsl.

15. MapkupoBka

1) IlepBuunas ynakoBka

Ha sTukeTke OyTbUIKH yKa3biBalOT: TOBApHBIH 3HaK, HAHMEHOBAHHE, aJpec,
Ten./(pakc MPOM3BOANTENSA, TOPrOBOE HAMMEHOBAHHE Npenapara ¢
npeayTpeuTebHON MapKUPOBKOH ®, TeKapcTBEHHYIO GopMy, 06BEM B
MHJUTHIHTPAX, HOMEP CEPHH, CPOK TOAHOCTH, OcTaB, «OCMOIIIBHOCTD

329 MOcm/kr», « CTEPUJIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTpEHHE# OBEPXHOCTH OYTBUIKH HE ABJIAETCA NPOTHBOIIOKA3aHHEM K
NPUMEHEHHIO TPENapara», YCAOBHA XPaHEHHA, HOMEP PETHCTPALHOHHOTO
yﬂOcronepe:u:, MIHKTOTPaMMBI:

A _NE]

Ha koMOHHHPOBaHHOM KOJITAYKe JOIMYCKAeTCs HAHECEHHE HHMBHIYaTIbHOTO
TEXHOJIOTHYECKOTr0 HOMepa H/HIIH ByMEPHOTO ITpHxKoza (2D).

Ha koHTeliHepe yKa3bIBaIOT: TOBAPHBIH 3HAK, HANMEHOBAHHE, AIPEC,
Ten./hake MpOM3BOAKMTEINA, TOProBOE HAMMEHOBAHHE Npenapara ¢
NpeaynpeUTeNbHON MapPKHPOBKOH ®, TeKapCTBEHHYIO GOpMY, 06BEM B
MUWUTWIHTPAX, HOMEP CEPHH, CPOK FOJHOCTH, cocTaB, «OcMosIbHOCTD 329
MOcwm/kr», «CTEPUJIBHO», «BHYTPUBEHHOMY, ycnoBus XpaHeHHs, HOMEP
PETHCTPALIMOHHOrO YAOCTOBEPEHHS, IPayHPOBOYHYIO MIKaly ¢ MeTKamH 0, 1,
2, 3, TEXHOJIOTHYECKYIO METKY.

2) BropuuHasi ynakoBka

Ha nauke yka3bIBalOT TOBapHBIA 3HAK, HAUMEHOBAHHE, azipec, Tel./(akc
TPOU3BOAHTEIS, TOProBOE HAMMEHOBAHHE TIPENapaTa ¢ MpeaynpeauTeTbHOH
MapKHpPOBKO# ®, rpynnmupoBOYHOE HAMMEHOBAHHE Npenapara,
JIeKapCTBEHHYI0 HOpMYy, 06BEM B MHIUTIIIHTPAX, cOcTaB, «OCMONIAIBHOCTD
329 mOcm/kr», «CTEPUJIBHO», «BHYTPUBEHHO», «HecmaunBaeMOCTh
BHYTPEHHEHN IIOBEPXHOCTH Oy THUIKH HE SBJIACTCA MPOTHBONIOKA3aHHEM K
NPUMEHEHHIO TIPENapaTay, YCIOBHA XPaHEHHs, HOMEDP PETHCTPALIHOHHOTO
YAOCTOBEPEHH S, HOMEP CEPHH, CPOK TOTHOCTH, «XPaHHTh B HEJOCTYIHOM ISt
neteit mecte!», «[IpHMEHSTH 110 HA3HAYEHHUIO BPaday», yCIOBHA OTIYCKa,
wrrpuxosoit kox EAN-13, dapmakox (pharmacode), rpapuueckoe

n306pakeHne OYTBUIKH % , THKTOTPaMMBbl, paciii(poBKa ITHKTOrpaMM

«iekapcTeennas gopma PACTBOP JIJISI UHOY3Hii»,

«cnoco6 npumenenus BHYTPUBEHHO KAIIEJIbBHO»,
.

:d):pmaxorepanesmqecxax rpynna METABOJIMYECKOE CPEJICTBO».
JlomyckaeTcss HaHECeHHe CPEACTB HACHTHOHUKALMH JUIA CHCTEMBI
MOHHTOPHHTIa ABHKEHHA JIEKAPCTBEHHBIX TIPETIapaToB.

Ha 3TnKeTKe rpynnoBoi ynakoBKH KOHTEHHEPOB yKa3bIBalOT TOBApPHbIH 3HAK,
HaUMEHOBaHHME, a1pec, Tell./haKc MPOU3BOMHUTENA, TOPrOBOE HAWMEHOBAHHE
npenapara ¢ npeAynpeuTeIbHOH MapKHPOBKOH ®, rPYNIHPOBOYHOE
HAaMMEHOBaHKE NPENapara, J1eKapcTBEeHHYI0 popMy, 005EM B MUJUTHIIHTPAX,
coctas, «OcMmonsanbHOCcTh 329 MOcm/kr», « CTEPUIIBHO»,
«BHYTPUBEHHOM, ycnoBHs XpaHEeHHs, YCIOBHA OTIYCKa, HOMEP
PETHCTPALMOHHOTO yAOCTOBEPEHHUS, HOMEP CEPHH, CPOK FOJHOCTH, «XPaHHTh
B HEIOCTYIIHOM A eTeii MecTe!», «[IpHMEHATH 10 Ha3HAaYeHHIO Bpaya,
KOJIMYECTBO KOHTEHHEPOB, ITPUX0BO#H kox EAN-13, MaHHTIyIA1IHOHHBIE

3HaKH ! 3 n, j 3 { 5 I[orrycxae'rcn HAHECCHHUE CPEACTB H}leHTﬂd)HKaLlHH
JUIA CHCTEMbl MOHHTODHHIA IBH)KCHHA JICKADCTBEHHBIX MTPENapaToB.

1) INepBuyHas ynakoBka

Ha xoHTeliHepe yka3aHsl:
TOBapHBIH 3HAK,
HaWMEHOBAHHE, azipec,
Te./hakc NPOM3BOAUTESS,
TOProBO€ HaHMEHOBaHHE
npenapara ¢
npexynpeuTeIbHOA
MapKHpOBKO# ®,
nexapcTBeHHas Gopma, 06bEM
B MUJUTHJIUTPAX, HOMEP CEPHH,
CPOK I'OZIHOCTH, COCTaB,
«OcMonsnbHOCTh 329
MOcMm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnosus
XPaHEHHUs, HOMEp
PETHCTPALIMOHHOTO
YAOCTOBEPEHHS,
rpaxyMpoBOYHas LIKaia ¢
Mmerkamu 0, 1, 2, 3,
TEXHOJIOTHYECKas METKa.

2) BropuyHas ynakoBka

Ha stukertke rpynnoBoi
YNaKOBKH KOHTEHHEPOB
yKa3aHbl TOBapHbIH 3HaK,
HaWMEHOBAHHME, azpec,
Tes./hakc NpOM3BOAUTENS,
TOProBO€ HaHMEHOBaHHE
npenapara ¢
MpexyNnpeauTEIbHOA
MapKUpOBKOH ®,
rpyHNUPOBOYHOE
HaWMEHOBAaHHE Npenapara,
nekapcTBeHHas Gpopma, 00bEM
B MUJUTHJINTpPax, COCTaB,
«OcMonsIbHOCTD 329
MOcm/kr», «CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnosus
XpaHEHHU, YCIOBHS OTITyCKa,
HOMEp PEerucTpaluoOHHOrO
YIAOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOHOCTH, «XpaHHTb B
HEIOCTYMHOM [ AeTel
mecre!», «[IpuMeHsTs No
Ha3HAYEHHUIO Bpayay,
KOJINYECTBO KOHTEHHEPOB,
wTpuxoBoi kox EAN-13,
MaHUITYJIALMOHHBIE 3HaKH I, ﬂ,

,
HaneceHo cpeacrso
UIOCHTH(GUKALMH VIS CHCTEMBI
MOHHTODHHTIA JIBIDKEHUS
JIEKapPCTBEHHBIX NPENapaToB.

16. Xpanenue

B 3anMIEHHOM OT CBETa MECTE NPU TEMIIEPATyPE HE BBIILE
25 °C.

B 3aunminéHHOM OT cBeTa MecTe
TIpH TEMIIEPATyPe HE BBILIE
25°C.

17. Cpok rogHOCTH

S net B OyThIIKaX CTEKJISIHHBIX, 2 T0Jja B KOHTEHHEPaxX U3
TIEHKH MHOTOCJIONHOM NoJI101eUHOBOM

2 roaa B KOHTeHHEPaX U3 IUIEHKA
MHOTOCIIONHOH ToNHONepHHOBOR

* - nelicTByrouiee u3nanue ['ocynapcreennoit ®apmakoneu Poccuiickoii @enepanyu
** - neiictByrouee uznanue Epponeiickoii @apmakoneu

3akmouenne: cootBeTcTByeT TpeboBanusM HJ[ JICP-009341/09-081021

Jata Beigaun macnopta: 14.07.2022
3apenyromuit KAnJI

Hauganpauk OKK

JlupekTop 1o KayecTBy

Cpoxk rognoctu ao: 06 2024
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