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HHACITOPT Mz 169

Haumenosanue npenapara: Llegrpuakcon, nopomox ans NPHIOTOBJICHHS PACTBOPA IS BHYTPHBEHHOTO H

BHYTPHMBILIEYHOro BBeaeHus 1,0 r

Homep cepun: 1631125

Konmnuectso: 109 065 pnakonos

Jarta npoussoacTea: 24.11.2025

AHAaITH3 BLINONHEH TI0: JITI-Ne(008518)~(PI-RU)-200125

Komnyectso oroGpannoi npoGer: 165 pnakonos

XPOMETOMPAMME HCITHITYEMOrO PacTBOpPa I0IKHO
COOTBETCTBOBATE BPEMEHH YICPKMBAHKMS OCHOBHOIO MHKA
H4 XPOMATOrPAMME PACTROPA CTAHAAPTHOrO ofpasua

Ne Haumenosanne TpeGosanusa HopMaTHBHON J0KYMeHTALHA PesynnTaTe! anaiusa
noxkasarenei

1 2 3 4

1 | Onucanue [opomok Georo HaM Genoro ¢ KeATOBATLIM OTTEHKOM [Topowok Genoro ¢ wesroparuiv
LBETE OTTEHKOM ILIBeTa

2 | Bpems He Gonee 3 munyT Coorsercrayer

PACTBOPEHHA (I'D PD) (17 cek.)
3 | Homnuuuocts BOXX. Bpems yaepKuBanus 0CHOBHOIO ITHKA Ha Bpema yaepkupanus ocHOBHOTO

IMKa Ha XpoMaTorpamme
MCTIBITYEMOTO PacTBOpa
COOTBETCTBYET BPEMEHH

AomieH cooTsercTBoBaTh HK-ciexkTpy crannaprioro
7 obpasua neTpuakcona HaTpus
(I'd PD)

ue)TpHaKkcoHa HATPHS YAEPHKMBAHNA OCHOBHOTO THKa Ha

(I'd PD) XPOMAaTorpamMme pacraopa
cranaapTHoro oGpa3ua
UepTPHAKCOHA HATDHA

HK-criexTp mpenapara 1o noxoeHuIo MoI0C MOrI0LIeRns HK-criekrp npenapara no

NOA0NEHHIO TTONOC MOTIOMEHHS
coorercteyer MK-cnekrpy
CTasaapTHoro oGpasua
uediTpHaKcoHa HaTpHus

Ilpenapar naér xapaxrepryto peakuuo b na HaTpwii
(Kauecrsennag peaxums b a narpui, I'd Pd)

loareepxaaercs - riaMs
OKPAIIMBACTCH B IKEITHIH LIBST

(I'd PD, meroa memBpanuoil dpunstp

4 | [Npospausocts 1,2 % pactBop npenapara B Boje, cBoGoaHON 0T THOKCHAA ITpospauen
pacTBopa YrAepoaa, A0KeH BrITh MpOo3pauHbIM
(I'd PD)
5 | LgerHocts Oxpacka pacTBOpa. HOMYYEHHOTO B MCTILITAHHK HA Hurencusrocts okpacku 1,2%
pacTBopa ITpospauHoCTL pacTBOpa, I0/KHA BHIACPKHBATE CDABHEHHE | PACTBOPA npenapara B BOAE /18
¢ atanoHoM Ys unmn BYs HHLEKIIHH HE NPEeBhIIaeT
(I'd Pd) MHTEHCHBHOCTh OKPACKH 3Tanona Ys
6 | pH Ot 6,0 no 8,0 (12 % pactsop npenapara B Boze, CBOGOAHOH 6,4
OT IHOKCH/IA yriepoa)
(T'® PD, noTeHIMOMETPHYECKH)
7 | Mexanndeckue Bunumeie — BUSyanBHEIH, J0MKEH BhIICDKABATE BrLaepiusaet:
BKIIHO9EHHA cOosanus 'O PP 1
Hesupumuie - caetHo-GoToMeTpHYCCRUH MeTON, HOTDKEH Brunepxusaet:
BRUICPRMBATE Tpebosanns ['® PO
- gacTun 210 mxm — He Gonee 6000/draxon 298
- 9ACTHL =225 MM — He Gonee 600/dnaxon 0
8 | Poxcrsennsre BIXX, Ennnnanoii npumecu — ne Gonee 1,0 %; He Sonee 0,1%
[IPHMECH cymma npumeceit — He Gonee 4,0 %. 0,1%
9 | Bona Or 8,0 % mo 11,0 %. 9.2%
(Meron K.®uwepa, ['d PO)
10 | Bakrepuansusie He Gonee 0,05 ED/mr ua 1 Mr uedrpuakcona Menee 0,05 ED/mr uedrpnakcona
" | snnoroxcunel (T'® PO, meroa rens-TpomG TecTa)
11 | TInporesnocTs Tpenapar nomiken GuITE ATHPOreHHEIM. = e AnHporeHen
(D PO) A et
12 | Asomankuas Ilpenapar fo/mkeH GbiTe HETOKCHIHBIM, /.~ 10 || Heroxcnyen
TOKCHIHOCTE (I'D PD) //
13 | CrepHirHOCTE [penapar qomieH 6BITE CTEPUABHBIM. || Crepuies

(= wnew A
i) | JAEKO
e I, == — 2
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Ne Haumenosanue Tpe6GoBaHHA HOPMATHBHOH A0KYMEHTAUHH Pe3vibTaThi aHAAN3A

noKazaTenei

1 2 3 4

18 | KonuuectpeHHOE BOHX.

onpeencHue Conepikatine LeTPUAKCOHa B NPENapate NOMKHO Ob(Th OT 90,1%
90 no 110% OT HOMHHAILHOIO 3HAYEHHS
19 | OnHopoaHoCTh TIpenapar AOJIKEH BEIIEPXHBATH TpeboBaHMA Bruepsiusaer
J103UPOBAHHMA (I'd PD, cnocob 1) (AVio=9,1)

20 | Ynaxoeka Ilo 0,5 r anu 1,0 r neficTayiomero peLiecTsa ITo 1.0 r uedtprakcota 8o hrakoHkl
(nedrpuarcona) Bo (pnakoH BMECTHMOCTEIO 10 mn 13 pMecTHMOCThIO 10 M1, repMeTHiHO
crexna mapks HC-1, HC-3 uau 1-ro ruipo/IaTHYECKOT0 YKYTIOpEHHEIE IPOOKOH Pe3HHOBOH,
K/IACCA, TEPMETHUHO YKYTIOPEHHEIA MpoDiko# pe3sHHOBOH Ha 00xaThIe KOMOUHUPOBAHHLIM
ocHoBe OyTraKaydyKa wik NpoOKoii pe3snHoBO# KONNEIKOM KOMOWHHPOBAHHBIM
6pomByTHIOBOH, 06XaTEIH ATIOMUHHEBRIM KITH (AMFOMHHHEBO-TINACTHKORBIM )
KOMOBHMPOBAHHEIM (ATIOMHHHEBO-MIACTHKOBLIM )
konnaugom tuna «flip-offr.
Ha kazeslil UIAKOH HAKEHBAKOT STHKETKY U3 OyMart Ha xaxapiit prakoH HakecHa
ITHKETOUHOM MM [TMCYEH HIIM CAMOKIEALLYIOCA ITHKETKY CAMOKNEALIAnCA HTHKETKA.
I TEXCT HAHOCAT HEMOCPEICTBEHHO HA (NakoH METOIOM
riy6okoit Wik eTpy#HOM nevath. 1 diakon ¢ HHCTPYKIHEH
110 MEAHLMHCKOMY TIDHMEHEHHIO NIOMELLAIOT B
MHIMBHAYAILHYIO TAaYKY U3 KapTOHA.
Ian cratmonapor: 50 (hTakoHOR C PABHEIM KONHEECTBOM 50 (p1aKOHOB ¢ PRBHAEIM KOTHYECTROM
MHCTPY KLUl 10 MEIMIMHCKOMY TPMMEHEHHIO NOMEIIIAIOT B | HHCTPY KLMH 110 110 ME/IAIMHCKOMY
kopobiky w3 kaprona. Ha kopofky HAKICHBAIOT ITHKETKY U3 | NPAMEHEHHIO B kopofKe M3 KapTOHA.
GyMark ITHKETOYHOH HiM MHCHEH HITH CAMOKIIEALLYIOCH Ha xopofke u3 kapTOH4 HakieeHa
ITHKETKY. CaMOK/ISAIIANCA ITHKETKA.

21 | Mapkuposka Tepeuunan ynaxoexa iekapcmeeHro20 hpenapama Hepeuynas ynakosia.

TIpH HAHECEHUU TEKCTA HETOCPENCTBEHHO Ha (iaKoH
YKA3BIBAIOT: PSANPHAATHE- U3rOTOBHTEIL, TOPIOBOE
HAMMEHOBAHHE NIPENAPATA, JISKAPCTBEHHYIO (hopMy,
cosepxanHe AeHCTBYIONUIEr0 BELISCTBR BO (hIAKOHE B
rpammax, « CTEPHIBHO», HOMED CEPHH, JaTy MCTeHEHHS
cpoka rogHOCTH («I'olieH A0»), HOMEP PETHCTPALIMOHHOTO
YIAOCTOBEPEHUA.

Ha sTHKeTKe (/1aKOHa YKA3BIRAIOT: NIPEATIPHATHE-
M3COTOBHTENb, €10 TOBAPHKIA 3HAK, anpec, TenedoH,
TOProBOe HAVMEHOBAHME MPENApPaTa, NEKapCTBCHIYIO
dopmy, coctas, «CTepuabnoy, «[IpUMEHATH 110
HA3HAYEHHIO BPAYAy, YCNOBMA XPAHEHHS, HOMEP CEPHH,
[ATY MCTEUEHUs CPOKA rOAHOCTH («[OJIeH A0%), HOMED
PErucTpalHOHHOIO YAOCTOBePEHHAA, IITPHX-KOAL.
TlomyckaeTcs HAHOCHTE HA [TOBEPXHOCTR KOANAYKA
AMOMHHMEBOTO WIH KOMOMHHPOBAHHOTO HAUMEHOBAHHE
[pEANPUATHA-M3TOTOBUTEN.

Bmopuynan ynaxkosxka

Ha sHAMBHIYATLHOM ITAYKE W STHKETKE Kopobkiu
YKAILIBAIOT: MIPSANPUATHE~ HATOTOBHTE b, €0 TOBAPHLIH
3HaK, anpec, Tened)oH, TOProBoE HAMMEHOBAHME NIpenapaTa,
MeXK/LYHAPOLHOE HEMATEHTOBAHHOE HAHMEHOBAHHE,
nexapcTBEHHYIO BOpMY, COCTAB, KOMMHECTRO (NakoOHOB,
«CrepuisHoy, « [ IpHMEHATE N0 HA3HAYCHHMIO BpA4ay,
YCAOBMA XPAHEHMS, TPELY IPEOMTENBHBIE HAANMCH!
«XpaHuTh B HEAOCTYNHOM 114 feTei Mecten, «Cobmonars
MHCTPYKLMIO [10 TIPDUMEHEHHIO», HOMED CEPHM (aata
MPOM3BOACTBA BKIFOYEHA B HOMED CEPHM), JATY HCTCHEHMA
cpoka rofHocti («onen go»), HoMep PETHCTPALIMOHHOTO
YAOCTOBEPEHHS, IITPHX-KOIL

Ha uyIuBHOYAIBHOH Mauke JONOIHHTEIbHO YKA3bIBAKOT:
cofepxanye AefiCTBYIOLIEr0 BEWECTBA BO (rakoHe B
rpaMMax, YCAOBHA OTIyCKa.

Ha sruxerke kopoGxy 1s 50 (prakoHOB JONONHATENRHO
yKaspiBaioT «[lng cTaumonaposy. JlonyckaeTcs HaHECEHHE
KOHTPOThHO-MIEHTU(HKALIMOHHOTO 3HaKa yrakosku (KHM3),
HOMEpa CEPHH Npenapara, CPoKa FOAHOCTH.

Ha atakeTke fiiakoHa YKa3aHo:
MpeANpPHATHE-H3TOTOBUTE b, CI'0O
TOBapHEIA 3HaK, aapec, Teiedolr,
TOProBOE HAMMEHORAIINE NpENapara,
NexapcTBenHan (hopMa, CoCTaB,
«CrepuinsHoy, «lIpuMensTs no
Ha3la4eHHI0 Bpayay, ycloBus
XpaHeHHs, HOMED CCPUH, 1aTa
ucTeuenus cpoka rognocti («Touen
J10»), HOMEP PErHCTPallHOHHOTO
VAOCTOBEPEHHS, IITPHX-KOL.

Bmopuynas ynaxoska

Ha sTuxerke KOpoOKK yKa3aHO:
HpeANpHITHE- H3TOTOBHTENS, ET0
ToBapHBIH 3HaK, anpec, Tenedonu,
TOProBO¢ HAMMEHOBAHME UIPENapara,
MEXIYHAPOIHOE HENETEHTOBAHHOE
HAMMEHOBAHHE, /IeKApCTBEHHAA
dopma, cocTas, KOAUHECTRO
(naxkoHoB, «CTEPUILHOY,
«[IpUMEHSATH [0 HAZHAYSHUIO BpAYay,
YCIOBHS XPAHCHMS,
NPEAYTIPEANTENbHbLIC HALHCH!
«XpaHHTH B HEJOCTYTTHOM IUIS AETeH
mecTen, «CobmonaTh HHCTPY KLIMIO
10 [IPUMEHEHHIO), HOMED CEePHH
(n1aTa NpOM3BOACTBA BKIOYEHA B
HOMED CEPHH), JaTy UCTEUCHHS CpoKa
roauocTH («Cojer ao»), Homep
PETHCTPALIHOHHOIO Y/I0CTOBEPEHUS,
LITPHX-KOM.




Ne | Hanmenosanme TpeGosanna HopmaTueHoil foKyMeHTaLMM Pesynbrars ananmia
noxkasarenei
1 2 3 4
Ha stuxerke kopoGku mna 50
(IAKOHOB JOMONIHATENBHO YKA3AHO
«ng CTALHOHAPOBY,
Ha kopoGky No50 nanecen KM3.
22 | Xpanenue B saummuensom or ceera mecte MpH TeMneparype He Beiwe | B sampieHnoM oT cseta mMecre 1npu
23°C TEMIIEPATYPE He Bhilue 25°C
23 | Cpoxk rogHocTh 3roaa 3 roga
(romen 210 31.10.2028)
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