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Haumenosanue npenapara: Hedrpuarkcon, nOpouroK 11st NPHIOTORIEHHS PACTEOPA LISl BHYTPHBEHHOTO H
BHYTPHMBILIeYHOTo BBedeHns 1,0 T
Homep cepun:
Koanyecrpo:

MaTa npoussoacTBa:

AHA/1H3 BLIMOJIHEH YO

1811225

118 550 ¢paaxoHoB

11.12.2025
JIII-Ne(008518)-(PT-RU)-200125

Koawuyecrso orobpannoii npobet: 200 daaxonos

Ne Hawnmenosanue Tpebopanus HOPMATHBROH JOKYMEHTAUHH PesyanTaThi ananuia
noKasatefen
1 2 3 4
1 Onucanne Mopoiok Genaro win GENOTO € KENTOBATHIM OTTEHKOM TMopomok Genoro ¢ HexToBaThIM
LIBETA QTTEHKOM LIBETA
2 | Bpewms He Gonee 3 MunyT Cooteerctayer
PACTBOPEHHS (I'd PD) (24 cex.)
3 | MoanuaHOCTS BDXX. Bpems ynepHBaHUA OCHOBHOTO MHKa Ha Bpems ynepknsaHus 0CcHOBHOTO
XPOMATOIPAMME HCITBITYEMOTO PACTBOPA JOJIKHO MHKA Ha XpOMaTarpaMme
COOTBETCTROBATEL BPEMEHH YAEP:KHBAHUA OCHOBHOTO 1IHKA MCTIRITYEMOrO PACTEODA
Ha XpOMATOTPAMME PAcTBOPA CTRHAAPTHOIO o6pa3la COOTEETCTBYCT BPEMEHH
ue)TPHAKCOHE HATPHI YACPAHBAHUA OCHORHOTO [MKA Ha
(Td Pd) XPOMATOrPAMME pacThopa
CTaHAapTHOTO obpasua
uedTpHakcoHa HaTPHA
HK-cnextp npenapara 1o moaoxeniuo nojoc nornomenus | MK-cnexrp npenapara no
nomken cooraercraoBars WK-cnexrpy crasaaptroTo NOAOKCHHIO MONOC TIOTAOLEHUS
obpasua nedrrpuakcoHa HaTpus coorsercrayer MK-criextpy
T Pd) CTAHMApTHOrO obpasia
ued TPHAKCOHA HATPHI
Tlpenapar gaét xapaxtepHyio peaxumio b na narpuil Tloareepxpaercs - nuams
(Kauectsenras peakuns b ya garprii, [ PO) OKPAMIMBACTCH B KEITHINA IBET
4 | Tlpospausocts 1,2 % pacTgop npenapara B BoJg, cBoBOAHON 0T IHOKCHAA {Tpospaven
pacTBopa Yraepos, JokeH ObITh NPO3PadHEM
(T'd PD) |
5 | Lirernocts Oxpacka pacTBopa, NOAYYEHHOTO B HCOBITAHMH HA WurencuBhocTh okpacky 1,2% !
pacTeopa [Ipo3paysocTs PacTBOPA, JOMKHA BEUICPIKHBATL CPABHCHHE | DACTBOpA NPEnapara B BOXC 113
c aranoHoM Ys um BY's WHBEKUHI He IpeREIIAeT
(I'p Po) MHTEHCHREOCT OKPACKH ITANnOKa Ys
6 | pH O7 6,0 1o 8.0 (12 % pactBop npenapata & Bojie, cEoBoAHO#M 6,9
OT JIKOKCHIIA Yriepoua)
(I'd PO, noTeHLHOMCTPHYECKH)
7 | Mexaunueckue Bunumeie — BU3YAIBHBIN, J0KEH BLUIEPKHBATE Bolaepskunaet:
BKMOHMEHHS Tpebopanua ['@ PO 1
HeBHIHMBIE - CHTHO-HOTOMETPHYECKHH METOA, JOIKEH Bainepisusaer:
spLIepkHBark Tpebosanus I'D PO
- yacrun 210 Mrm - e Bonee 6000/daakou 502
- yacTal 225 MM — He Gonee 600/daakon 0
8 | Poncreennnte B3XX. Exnununoil npumect — He Gonee 1,0 %; He Gonee 0,1%
IPUMECH cymma npumMeceii — ge bonee 4,0 %. 0,1% |
9 | Boza Or 8,0 % 10 11,0 %. 9,2% !
(Meroa K.Qumepa, ' PD)
10 | Bakrepuansnsie He Gonee 0,05 ED/mr na 1 mr uedrpaakcona Mewnee 0,05 ED/Mr nedrpuaxcona
IHAOTOKCHHB! (I'® PD, meTon ress-tpoMb TecTa)
11 | INuporensocts Tlpenapat nomxeH GBITE AIUPOreHHBIM, o~ | Anmporenen ,
(ro pd) 2> !
12 | AuomansHas Tperapar fo#eH GLITh HETOKCHUHBM, /= Hetoxcusen ;
TOKCHYHOGTE (I'd PD) [ =/ h\
13 | Crepunsuocts IIpenapar nommer 6uTh creprasaeM,| = | MEK O’ | Crepunen
S | 7

(I'd Pd, meron MemOpanHoii duIsTp l'el_ﬂ)




Ne | Haumenosanue Tpebosanus HOPMATHBHON JOKYMEHTAUNHH Pesyabtatei anaansa

10Ka3aTeeH

1 2 3 4

14 | KonnuecreHHOE BOAX.

onpeseneHxe Conepxaune 1edTpHakcOHa B ipenapare JOMKHO GbITE OT 90.3%
90 no 110% oT HOMHHAIEHOrO 3HaYEHU
15 | OxnoponraCcTh [Ipemapar momken peinepkuBarts TpeboBans Brugepsngaer
J03HpOBaHHE (T PD, cniocob 1) (AVio=9.6)

16 | Ynakoska [lo 0,5 r wm 1,0 r aelcTBYIOETO BELIECTRA ITo 1,0 r uedrpuakconz so (hnakousl
(uedrprakcona) Bo daakoH BMecTMocTRIO 10 Ma U2 BMECTHIMOCTBIO 1) M, repMETHYIHO
crexna mapku HC-1, HC-3 wmut 1-ro ruapenntiveckoro YKYTIOpeHHsle npobkoi pesunoBoi,
KNacca, repMETHYHO YKYMOpeHHBIH npobkoit peaunosoli na | ofkarsie koMOMEMPOBAIHLIM
ocHose ByTunkayuyka uix npebkol pesnnosoit KOJMAYKOM KOMEHHHDOBRHHLIM
GpoMOyTHAOBOH, 0OKATEIA ATIOMHHHEBBIM MK (ATIOMHHHEBO-TIIACTHEOBEIM )
KOMBHHUPOBAHHENM (ATIOMHHHEBO-FUIACTHKOREM)
konnaskom tuna «flip-offy.
Ha xascnptii (haiakoH HaKIeMBAIOT 3THKETKY M3 Gymaru Ha kasapiii gnakon nakieena
ITUKETOYHON MM MUCHEH MM CAMOKNEANIYIOCR ITHKETKY CAMOKNEALAACH HTHRETRA. | (IakoH
UM TEKCT HAHOCAT HEMOCPEACTBEHHO Ha GIAKOH METONOM | € MHCTPYRUMEH N0 MEIiLHHCKOMY
rnyGokoil wik crpy#uoii medatu, 1 gaakos ¢ vECTpYKUMell | NPHMEHEHHIO HOMELICH f
110 MEAMIHHCKOMY MPHMEHEHHIO TOMEINAIOT B HHAMBHAYANEHYIO NOYKY 113 KapTOHA,
MHIMBHAYANEHYIO 124Ky H3 KapToHa.
Ilna cramonapos: 50 GiIAKOHOB ¢ PABHEIM KONUHECTBOM
MHCTPYKUKHA N0 MEANIHHCKOMY MPUMEHENHIO TOMELIAIOT B
kopobKy 13 kaprona. Ha kopoOky HAKNEHRAIOT 3THKETKY K3
ByMaru 3THKeTOUHOH Uy MHCYeH WM CAaMORNEALIYIOCA
ITHKETKY.

17 | Mapkupoeka Hepsuunan ynakosxa rexapcmaennozo npenapama ITepsuynan ynaxoaxa.

Ilpy HaHeceHHH TEKCTa HeMoCPEACTBEHHO Ha (NAKOH
YKa3bIBAIOT! MPEANPHATHE- HATOTOBHTEIL, TOPrOBOE
HAHMEHOBAHKE NIPErapara, IeKapeTBEeHHYI10 dopMmy,
CODCPKAHNE ACHCTRYIOMETO BEIIECTBA BO (JIakoHe B
rpaMmax, « CTEpHILEO», HOMED CEPHH, JATY HCTEYEHHS
cpoka rogHocTH («Coaes Jo»), HOMEpP PerHCTPaUKORHOD
YAOCTOBEPEHHS.

Ha srukerke (nakona ykashiBaioT: NpeanpuaTie-
W3TOTOBHTEJIb, €0 TOBAPHEIH 3HaK, anpec, Tenedomn,
TOProOBOE HaHMEHOBAHHE NPENAPATA, IEKAPCTREHHYIO
dopmy, cocras, «CrepuisHoy, «IlpuMensTs mo
Ha3HAMEHHIO Bpavay, yCIOBUA XPAHEHHA, HOME] CEPHE,
naty kcrevenus cpoxa rogHoctr («longs now), HoMep
PECHCTPALMOHHOTO YAOCTOBEPEHMA, IITPHX-KOL,
Jlonyckaercs HAHOCHTH Ha MOBEPXHOCTH KOANAYKa
AMIOMHHUEBOTO #IM KOMOHHMPOBAHHOIO HAHMEHOBAHHE
TPEATPHATHA-H3TOTOBHTENA,

Bmopuyran ynaxoexa

Ha nrpusmyaisHol Datke W STHKETKE KOpoOkH
YKa3LIBAIOT: NPEATPUATHE- H3TOTOBHTEND, EI0 TOBAPHDIA
3HAK, aIpec, TeacdhoH, TOProBoe HAMMCHOBAHHE TIPEnapara,
MEXIYHAPOJIHOE HENATEHTOBAHHOE HAaUMEHOBAHKE,
JIeKAPCTBEHHY IO OPMY, COCTaB, KOMHYECTBO (PIAKOHOB,
«Crepunsaoy, «[IpUMEHATE 10 HAZHAYEHHIO BpaYay,
YCIOBHUA XPaHEeHUs, NPEIYPENHTEIBHEE HATITHCH:
«XpanuTs B HEROCTY THOM JUIA Jetelf Mectey, «Cobmoaars
WHCTPYKIHIO [0 MPHMEHEHUION, HOMED cepuH (JaTa
MPOH3BOACTBA BKIIOHEHA B HOMED CEPHHM), JATY HCTEHEHHS
cpoka roaHocTH («I'oxen Io»), HOMEP PErHCTPALHOHHOTO
YI0CTOBEPEHHS, MITPHX-KOA.

Ha uuaxBuIyansHoM NauKe JOTNONHHTCABHO YKa3bIBAIOT;
COACPRANHE ACHCTBYIOUWErO BELECTRA BO (IAKOHE B
IPAMMEX, YCIOBHA OTITYCKa.

Ha atukerke xopoOrn jg 50 GprakoHoB 10N0IHUTENBEHO
YKA3RIBAIOT « /1718 CTALMOHAPOBY,

Ha sTukertke duakona ykasano:
NPENNPHATHE-HITOTOBHTEL, €10
TOBRAPHLI 3HAK, axpec, Teaediou,
TOProBOE HAMMEHO BAHIE TIPETIAPATA,
JICKEPCTREHHAN GOpMa, COCTAR,
«CrepuasHony, «lIpivensts no
HA3HAYEHHIO Bpayay, YeioBua
XPAHEHUSA, HOMEP CepHu, JaTa
ucTedeHHs cpoka rosinocty («onen
JO»), HOMEP PECHCTPALMOHHOTO
YAOCTOBEPEHHA, LUITPHX-KOI.

Bmopuunas ynakoera

Ha stuxerke kopoCru yrazano:
MPEANPHATHE-H3IOTORRTE b, EI0
TOBAPHBIH 3HAK, anpee, TeiaedoH,
TOProBOE HAUMEHOBANTE TIPEIAPATA,
MEH Y HADOAHOE HENATEHTOBAHHOE
HAHMEHOBAHHE, JIEKAPCTREHEAA
(hopma, cocTas, KOAMUCCTEO
(nakoHoB, « CTEPHUILIOY,
«TIPHMEHATS M0 Ha3HAHCHHIO BpaYay,
YCIIOHUA XpaHeHHA,

NpeXy NPeAUTENEHEIE HATTHCH:
«XpaH{Th B HEAOCTYITHOM 1A AeTel
mecten, «CobmoaaTs HHCIPYKLKIO
110 MPUMEHEHHION, HOMED CEPHH
(mara NPOM3BOLCTBA BKIICYEHA B
HOMEP CEPHH), JATY HCTEHCHHS CPOKa
rosHocTH («foner 1o» ), HoMep
PETUCTPRUHOHHOID YIOCTOREPCHHA,
IITPHX-KOJ.




Ne Haumenopauue TpeGoBaHus HOPMATHBHOH J0KYMEHTALKHM PesyabTaThl anaan3a
noxazareneii
1 2 ] | 4
JlomyckaeTcs HaHeCEHUE KOHTPOIBHO~ Ha nauky nasecer K13,
naeHTHHKALHOHHOTO 3Haka ynakosku (KH3), Homepa
CepHM NPerapaTa, CPOKa TOAHOCTH.
18 | Xpaucuue B 3a11IueHHOM OT CBETA MECTE NPH TEMTICPATYPE HE Bhllue | B 3amuiiennoM ot ceera MecTe npy
25°C TeMrieparype e spime 25°C
19 | Cpok roanocts 3 rona | 3roma
(rozes xo 30.11.2028)

Sanwyenne OKK: npenapar
GHYMIPUBEANATO H BHYTPHMBILUEYHOI'( BSBE
JITI-Ne(008518)-(PT-RU)-200125. 4

MHauanenuk OKK:

A.A.TlnatoHoBa

O ImpUAaKCcOH, ROPOWOK ONIA NPL2OMOCIEHUA PACHGVPA 01
meuus 1,0 z» cepun 1811225 coorBercTBYET TpedoBaHHAM

Jata opopmaenun nacnopra: 29.12.2025




