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«Omenpa3son-beamen, 1nopuiH3aT /i NPUTOTOBICHHA pacTBopa Nis uHpysuii, 40 mr (duakon) x 1

MecTto npousBoicTBa:

(mauka KApTOHHAN)»

Iex N02, 220007, Pecniy6iuka benapycs, r. Munck, yn. ®@abpuuuyca, 30

Homep cepuu 180526

(MPOH3IBOJICTBEHHOE TIOADA3/IENEHAC, HHACKC. ANDEC)

KonuuecTso B CCpHH

Jara npoussozactea 05.2026

7801 yn Nel

Hcenerranusa eeinmondensl mo JI1-007001-281224

CrpaHa HazHa4YEHHA POCCHUMCKAS OEJIEPALTUA

Ne b 5
fifii HaumenoBanue rnokasareneil| TpebGosanus JII1-007001-281224 Metox KoHTpons Pe3ynbTaThl HCIBITAHMI
1 |Onucanue [Topuctas Macca Oestoro WiH noutH |BusyasbHbik [TopucTtas macca noytH 6enoro
femnoro 1BeTa, TMIPOCKONUYHA L[BETA, TUTPOCKONMHUYHA
2  |Bpems pacTBOpeHHA He 6onee | mun BusyaneHsli Menee 1 muH
[MoxnuHHOCTS:
oMernpason Ha xpomartorpamme ucnbeityemoro  (['® Pd, B2XKX |CootseTcTRyeT
pacTBOpa, MOJIY4YE€HHOH NpH
KOJIMYECTBEHHOM ONpe/esieHHH,
Bpemsl yIepKHBaHUA OCHOBHOTO 1
MHMKA JOJDKHO COOTBETCTBOBATE {
BpPEMEHH YIep)KHBaHHU MHKa
oMeInpasojia Ha Xpomarorpamme
pactopa CO.
Y ®-crniekTp NorjioumeH s I'® PO, CootBeTcTBYET
HCIBITYEMOTro pacTBopa B obsacti  |criekTpodoTo-
ot 230 no 350 HM nomxkeH MEeTpus
COOTBETCTROBAThH CIIEKTPY
nornouexus pacreopa CO
OMenpa3oja HaTpHsl.
HaTpHi Oxkpaiueanue 6eCLiBETHOTO ['® PO, [ToarBeprkaaeTcs
IUIAMEHHU B JKEJITBIH LIBET. XapakTepHas
peakuus b Ha
HATpHH
JIHHATPHA daeTaT JlomicHO Mcue3aTh po30BOe BusyanbHelii [onTeepknaercs
OKpalIMBaHHe pacTEopa A
4 |Ipospaunocts pactBopa [PactBop B nomxen GbiTh I'd PO I[Npozpaunsiii
Npo3pavHbIM
5 |LiBeTHOCTH pacTBOpa OnTtHyeckas MIOTHOCTE pacTBopa B, |I'® P®, 0,01 F
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M3MepeHHas npu uiiHe BosiHbl 430  |cniekTpodoTo-

HM B KIOBETE C TOJILIWHOM cjiog 10 [MeTpus
MM, J0JKHA OBITh He Oonee 0,1
pH Or10,0 o 11,5 I'o PO 10,4
7 |PoacTBEHHbIE NPUMECH: I'd PO, BOXKX
- 4-runpokcu omenpason |He donee 1,3 % Memnee 0,05 %
- N-MeTui1 oMenpasof He 6onee 0,9 % Menee 0,05 %
(cMeck M30MEPOB)
- npumMech D He 6onee 0,5 % Menee 0,05 %
- mobas gpyras npuMech |(He bonee 0,2 % ' Menee 0,05 %
- cymMa Bcex npumMeceii  |He Bosee 2,6 % Memnee 0,05 %
8 |Bopa He 6onee 7,0 % I'® PD, meTon (3,6 %
K. ®umepa
\ (monymuKpo-
;‘P MEeTO/1)
9 |Mexanuyeckue
BKJTHOYEHMS:
Buaumele yacTHIIbI JomxeH BeiaepkuBaTh TpeboBanus ("D PO, BoiaepixupaeT
BU3YaJIbHBI
HesuagyMeie 4acTHLIBI Yactun pazmepom 10 MM u Gonee - [I'D PD, cyerno- |Menee 6000
He 6onee 6000 B 1 pnakone; (dhoTomeTpuyec-
YacTuu pasmepoM 25 MxM u Gonee - |Kkuii Menee 600
He Gonee 600 B 1 pnaxoHe
10 |OnHOpOAHOCTE AV <L1(L1=15,0 %) I'd PO, 3,6%
JI03MpOBaHHs crocob 2
11 |CrepunsHoOCTh [penapar nonxeH ObITh I'® PO, meron  |CrepunbHbIi
CTEPHUITBHBIM MeMOpaHHOI
dunbTpauum
12 |BakrepHanbHbie Menee 5,0 E3/Mr omenpasona ['® PD Menee 5,0 ED/mMr omenpazona
IHIOTOKCHHEI
13 |KonuuecteeHHOE Ot 38,0 mr 10 42,0 Mr omenpazona B |I'® PD, BOXX (39,1 mr/dgaakon
onpejeneHHe onHoM (hrakoHe M
14 |VnakoBka I1o 40 mr Bo dnaxons! crexnannble BMecTuMocTbio 10 M. |TTo 40 Mr Bo ¢iakoHs
§ DaaKkoHkl YKYNOPHBAIOT NpoOKaMu pe3HHOBBIMU 1 . [cTexknsHHbIE BMECTHMOCTBIO 10
f 00KaTBIBAIOT KOJNMaYKaMH aTlOMHHHEBBIMH HIIH M. DnakoHsl YKYTNOPEHEI
KDMGHHHPOBaHHhIMH HJIK aJTIOMOIJIACTHKOBBIMHA WITH HpDGKaMH PE3HHOBLIMH H
ATIOMHHHEBBIMH C MIACTUKOBOMH HAKNAIKOM. obKaTaHbl KoNmaykamu
Ha ¢nakoH Hak/IeMBaKOT 3THKETKY CaMOKiesilytocs, MnakoH|anoMoniacTHKOBEIMH.
BMECTE C MHCTPYKUMEH M0 MPHMEHEHHIO NoMewaioT B nayky|Ha ¢uakoH HakieeHa 3THKeTKa
M3 KapToHa. camMoKesmasacs.
VYnakoBka JUisi CTALIHOHAPOR : DIakoH BMECTE C MHCTPYKLHMEN Mo
40 $akoHOB ¢ MHCTPYKUMEH 110 IPUMEHEHHIO B IPYTITIOBbIE IPUMEHEHHIO MOMELLEH B Nauky u3
KOpOOKH. KapTOHa.
I'pynnoBas ynakoBka M TPaHCIOPTHAs Tapa B COOTBETCTBMM|[ pynnosas yrakoBKa "
¢ 'OCT 17768-90 TPaHCIOPTHAsA Tapa B
cootBercTBHM ¢ TOCT 17768-90.
15 |MapkHpoBKa Ha pyccKoM fi3bIKe YKa3blBaloT: Ha pycckoM s3bike ykazaHo:

1) TlepBHuHas ynakoBKa npenapara.

Ha smurxemre camoxnenauetica; HamMEHOBaHHE
NPEANPHATHA-MPOX3BOLUTELS, €r0 TOBAPHBIH 3HAK, TOProBOE
HaNMEHOBAHME [TPEnapara, Mek/IyHapOIHOE HeNATeHTOBAHHOE
HAHMEHOBAHHUE, JIEKAPCTBEHHYI0 OPMY, T03HPOBKY,
«BHyTpHBEHHO», «CTEPHITLHO, YCIIOBHS XPaHEHH s, HOMEp
cepuH (9eThIpe nocieHue Hppbl 0003HAYAIOT MECALL M TOJ
H3TOTOBJIEHHS), CPOK FOIHOCTH.

2) Bropu4Has ynakoBKa 1eKapCTBEHHOTO NpernapaTa.

Ha navuke: HaMMEHOBAaHHE MPEATIPUATHSA-POU3BOIHTEN,
€ro TOBapHBIH 3HAK, IOPMAM4ECKHH MOYTOBBIH aapec, aapec
JeKTPOHHOM MoYThl, TenedoH/hake, Toprosoe
HaHMEHOBaHue [IpenapaTa, MexIyHapoAHoe
HEMaTeHTOBaAHHOE HAMMEHOBAHHE, JICKApCTBCHHY1O q)OpMy,
«BHYTpUBEHHOY, 103UPOBKY, KOJHYECTBO (IAaKOHOB, COCTAB,

1) MepBuuHas yrnakoska
npenapara.

Ha smurxemxe camorneswyetica:
HaMMEHOBaHHE TIPeINpPUATHS-
MNPOU3BOIMTENS, €I0 TOBAPHKIH
3HaK, TOProBOE HAMMEHOBAHMHE
Mperapara, Mex /Iy HapoaHOe
HENaTeHTOBaHHOE HAMMEHOBaHME,
JIeKapcTBeHHas (opma,
N03HPOBKa, «BHYTPUBEHHOY,
«CTepunBHOY, YCIOBHA XPAHEHHS,
HOMEP CEPHH (YeTbipe MocneJHHe
uMdpbl 0603HAYAIOT MECALL H TOJ1
W3TOTOBJIEHMS ), CPOK IOJIHOCTH,
2) BropuuHas ynakoska
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«CreprILHOY, YCIOBHA OTITyCKa, «IIPHMEHSATE 110 HA3HAYEHHIO |N1eKapCTBEHHOro Npemnapara.

Bpauay, «XpaHHUTh B HEJOCTYITHOM M1 AeTeil MecTey, Ha nauxe: HaUMEeHOBaHHUE
YCIOBHA XpaHEHHs, HOMEP CepHHM (YeThIpe Noc/ieIHHe MpeAnpUATHA-NPOU3BOUTENLS, Ero
1pnhpel 0603HAYAIOT MECALL H FOJL H3TOTORJIEHHUA), CPOK TOBAPHBLIH 3HAK, IOPHAHYECKHI
rOJHOCTH, HOMEpP PEerHCTPAlMOHHOTO YIOCTOBEPEHHU, MOYTOBLII anpec, aapec
LITPHXOBOH K0/ U (hapMaKof, SOMYyCKaeTcs HaHECEHHE 3JIEKTPOHHOH MOUTEL,

cpencTB HAeHTHDHKAIHH. Tenedon/daxc, Toprosoe

Ha 3THKeTKe 11 CTAllHOHAPOB: HAMMEHOBAaHHE HaHMEHOBAHHUE Tpenapara,
NPEANPHATHA -H3TOTOBUTEIS, €r0 TOBAapHbIH 3HAK, MeXIyHapOIHOe

IOpHARYecKHll MO TOBBIH ajpec, aapec NEKTPOHHOI NOYTHl, |HENaTeHTOBAHHOE HAHMEHOBAHHE,
Tenedon/daxce, TOproBoe HAMMEHOBAHHE NpenapaTa, nekapcTBeHHas Gopma,
MEK/IyHAPOHOE HEMAaTeHTOBAHHOE HAUMEHOBaHHUE, «BHYTpHBEHHOY, 103UPOBKA,
neKkapcTBeHHYI0 hopmy, « BHyTpuBEeHHOY», «CTEPUIIEHON, KOJIMYECTBO ()1aKOHOB, COCTaB,
«Jlns cratpoHaposy, «[IpUMeHATh N0 HA3HAYEHHIO Bpauay, |«CTepHIbHO», YCIOBHA OTIYCKE,
«XpaHUTh B HEJIOCTYITHOM U IETeH MECTE», YCIOBHA «[IpHMEHSTH 110 HA3HAYEHHIO Bpayay,
XpaHeHHd, HOMEP CepHH (MeThIpe MOoCIeAHNHE [H(PLI «XpaHUTh B HENOCTYITHOM 1A

0603HAYA0T MECAL H MO/l H3TOTOBNEHHs), CPOK TONHOCTH,  |IeTeii MecTey, yCIOBHSA XPaHeHH!,
HOMEp PericTpaMOHHOTO YA0CTOBePeH!s H IITPUXOBOH  |HOMep cepyH (4eTwipe IOCIeIHN’E
KO, uQpsl 0603HAYAIOT MECHLL U TOJL
M3rOTOBJICHHS), CPOK FOIHOCTH,
HOME] PerucTpalHOHHOTO
YZOCTOBEpEHHUA, [ITPHXOBOH KO H
dapmaxo]i, HaHeCeHb! CPeaCcTBa

HIeHTH(UKALINH,
16 |YcnoBus xpaHeHus B zamuiieHHOM OT cBeTa MeCTe MpH TeMrepaType He Boime 25 °C
17 |[ara okoHuaHus cpoka |2 roga 05.2028

rOJIHOCTH

Jata, ®.1.0. u noanuck OTBETCTBEHHOTO 3a BHECEHHEIE pe3ynbTarsl 18.06.2026 % /| _Besopykosa O.B. /
Tata Tomfich ®HO.

Bakmouenne: kauectBo "Omenpason-bBenmes, nuoduimnsar Ui IPUTOTOBIEHHS pacTBopa i uHby3uii, 40
MT ((bnalcou) X 1 (mauka kapronsas)" cepuu 180526 cooTBeTcTBYET TpeOOBAHUAM

laneitma E.A.
Toanuce, ©.H.0.

HHAA blule uHGopMayun sensemcs OCmosepHoll U mounol. Dma cepus APoOYKyuuU

npousgedena UPOBKY) U KOHMpPONb KA4ecmea) HAa BulUEYKAIAHHOU NpOU300CMEeHHOU niowaoke
(nnowadkax) WU ¢ AuyeHsuen Ha papmayesmuyeckyio OesmensHocms, ¢ mpebosanusmu Ilpasun
nadfremcazueu np aKmuKy, mpeﬁoeanwwu KOHMPONs Ka4ecmea Nexapcmeennbix cpeacme a maxoice 6

npenapam & ciyyae 1eKapcmeennblx nPenapamog O/ia KIUHWYECKUX uccnedosanu.
3anucu no npouzsodcmey, YNAaKoske U AHANUIY NPOGEPEHbl, U YCMAHOGNEHO ux coomeemcmeue mpebosanusm llpasun
Hadnexcaujen NPou3BoICMEEHHON NPAKMUKU,

Jara noanucanus 18.06.2026 !/]/
‘l\ 7 !/

YnoaHOMO4YeHHOE JTHIIO

Kyraiimo O.I'.

noanuck, ©.H.0. /
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