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Npenapat pofiiteH BTk Mpo3pavHLIM

Mpenapat ACHKEH BeiTs BECUBETHEIM um
i

He NPesLIaTs OTanoH B®
077,050 8.5}

§

LonxHb! omy?{cmoaath

i
- HEBWAWMbIE HEBOORYAHEHHRIM YacTuisl = 1Q MK = He Gonee 6000 8

rnasom

MocTOpoHHWMe NPUMECH
HomuranbHbIA 00BEM
CrepunbHOCTE

amnyne 3
YacTuiys z 25 MEM —
amnyne i

He Gonee 0,51%
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ToproBoe HaMMeHORaHUe NpORYKTa: TMHAPOHAT@ pacraop! ana aﬂy‘rpmm}lmaquoro. BHYTPHBEHHOIO
napabyns6apHoro BEEAEHNHS, 100 mr/mn ‘

MenwayHapogHoe HENATEHTOBEHHOE HEMEAGHDBBHH'&Z MeneqoHng
Cepus Ne 870421 ] ‘
[laTa npouasoacTaa: 14.04.2021

Ynakoska Ne 10
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KonuuecTRO NPOAYKUMM B CEpHK: 14785 ynax. ’.
Mokaaareni i TpeGosaumst i PeaynsTaTH aHanuios
Mo 5 amnyn a‘i AYeMKOBOY yNakoBKe v !E Mo 5 aMnyn B ANEIAKOBOA YTIAKOBKS 13
nonMBMHmnxnppmHoﬁ FINeRKA Wi N3 (OMMBUKANKNOPUAHON NIIBHKA WA U3
AOMMaTHNREHTEpediTANATHOR NNeHKA Ges [ORUATUNIGHTEPETANSTHOR NNeHKV des
NOKPBITHA (no!gaou). l NOKPLITUA (NOLADH).
Mo 2 w4 (TpNbKO ANA nponaeop.men%ﬁ Mo 2 Aueikoesle YNSKoBKY (noancHa)
3A0 «Cam'm’fnxa» 1 Biv By Om dapma BMECTE C MHCTPYKUWER NO MPUMEHEHWO B
c.p.c.) ﬂ\-IBﬁKC%Bb'.B ynaxkopk1 (nopyona) | . NAYKe w3 KapTona.
sMecTe ¢ wquyxunaﬁ 0 NPUMEHEHWIONR
nadke na KapjoHa. i ;
Ha nauke moXeT BbiTh HaHeceH CTUkep | Ha navke HaHeGEH CTUKeP ANA KOHTPONA
ANA KOHTPONS NEPBOro BCKPLITHE. H ‘NepBOro BEKPLITUA.
MapKWpoBKa TeKCT MBPKMEOBKA HE PYCCKOM AZLING. t-ia TeKGT MAPKUPOBHA HB PYCCKOM R3LIKE. Ha

KGHAYI0 AMNYITY HEKMEUBRIOT ATUKETKY, i
rpe ykasmsaoT: ToBAPHLIA 3HAK i
gnafensua PerucTpaLiCHHOro i
YAOCTOBEPERit, TOPFOBOE HAIBAHNE l
npenapata ¢ hpenynpesvTensHOM |

|

MaprupoBKoR®,
nexapcrteetyio hiopmy, copepKanue
AKTUBHOTO BElLECTS? B opHOM M (MEMI),

oBbeM, HOMED CepwH, CPOK FORHOCTH,

QHYTREHHIA KON MAKET NPONIBOANTENS N

ABYXMEPHYIO MATPHHHYIO CHMBONHKY Data
Matrix (ana Spq 1 DM Dapma c.p.o.). |
Fusiikosas YNAKOBKA HE MADKMPYETCA. Ha
pavke yKaabli;'BiOT'. HasBaHve ananeana';
perumpaqwcnﬂora yADCTOB&pEHMﬂ, erc
appec 1 TOBA[ HblF 3HAK, HasBaHe

NPOWIBOANTENA W 810 3APEC,
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eHTHEHkEUMA (hOpME OTHETES BEPCHA: GRX-RUS_FDF_RUS
[IpOrpaMAMHOE CDBCNEULHIIE - SampleMenagerLiMS 12 é SP.2
YHUKANBEBIA HOMED aanucvil BEPCURAT BABDEABB-5048-4 _3?-9867-9?‘(;6979!:99271 1
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KEWAYI AMUYNY HAKNEEHE ATVKETKA, FAS
yXa3AHLI: TOBAPHI SHAK BIIafensL?
PErUETPALMOHROMD YAOCTOBEPEHAS,

TOPro8oe HaisaHue npenapata ¢
npeaynpeAUTenbHOR gnapumpoaxoﬁ @&,

nexapcTaeHHan opma, copepxadue
AKTUBHOTO BELWECTBA B OAHOM MI (mrfmn),
oBFLeM, HOMEP Cepiin, CPOK FOAHOCTH.

quﬁxosaﬂ' ynakoska He MapKUpyeTCs. Ha
navke yuasaHbl: HazeaHue Bnapensua
PErMCTPaUMOHHOro YAOCTOBEPERUA, 8ro
anpec v ToBapribili 2HaK, HazpaHwe
npow3BopAMTENa U ero aapec,
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MenayHapoaHOe HeNaTeHToBarHoe Hau
Cepua No 870421
[Llarta npovaBoAcTsa: 14.04.2021 '
KonuuyecTao Npoaykyun B cepuu: 14785 ynak.
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BHYTPUMBILLIGYHOTO, BHYTPUBEHHOMO

napabynaBaproro saepating, 100 pr/mn

Ynaxoska Ne 10

‘PaaynsTaTs SHANNIOB

noxaa,a_lann‘
ToproBoe Haaparwe npeiapara ¢
fpeayNpPeRMTeNkHof Mapkposkor ®,
MEXOYHAPOQHOR HENATEHTOSAHHOE
Ha3sanne, NeKAPCTBEHHYIO (IOPMY,
COAEPHAaHME BKTUBHOrO BEWeCTBAR |
OAHOM MN (Mermn). {
KOMMUBCTBO amnyn, ofbem, coCTae Ha
oaui A, «CTEpUnLHOY, cnocolsl
BBEAEHUR, YCIOBUA OTT.
No HAZHAYUESHWIO BpaYan, «Mepen
anMeHeHMe{\}l NPOYMTARTE MHCTPYKUMIO
NPYMEHEHMIOY, 1
ycnosua xpaq‘am«m. «XPaHnTL B ]

|
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' He,qocrynHor-'Q ans gereid macrely,
GHYTPEHHMG (PapIMKOA NPOUIBOAUTENA
(AnA Enbdha dapmackioTikan komnarm |
C.A.; ans 3A0 «CaHToHrKka»), ‘

i |
BHYTPEHHWI KOA MaKeTa NPOUIBOAUTESIH 1 BHYTREHHMA

ABYXMODHYO %manmtum CHMBONNKY Da!ta
Matrix (ans 9 Bn Om bapma c.pod |
BHYTPEHHNA KOA MakeTa MpefinpusTha AO
aTpUHAEKTH, _

HOMEP PEMMCTPAYMOHHOTO
ypocToREpelia, LUTPUXCBOH KOR, KCA ‘
npopykTa {ann 3A0 «CanToHUKa), HoMep
cepy, AETY NPOW3BOACTBA U CPOK i
romHoCTH.
Ha nauke [onenHATENsHO YKAZLIBAKIT! |
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TOBAPHbIA 3HAK BNAAENEUA rpachn4eckoro  To

YNaKoBkA W obo3rayeHve enna

YNAKOBOUHOrO MaTepuana.

B OTAeanbiE crysasx moryT BbiTe

yKasaHsl BHYTPEHHUE KOAb! Tunorpacpmil.
] ]

anemenTa, rog paapafoTkv Avaaina |

[oyIBHT NOGAHCAH 3NEXTOOHHOA IGAMACH

Unentudmmaumn (hopmes OTHETE! BEOTHA: GRX-RUS_FDF_RUS
flparpammnoe 0BLCrEHeHHa - SampletanagertiMS 12.1. SP.2
YHUKANBHEIA HOM2D JaNHCH BePCHA! BASUE&BG-SQ«SBAEaF-QBBT-QFCBDTQFQUETI 1
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TOPros0e Ha3eaHue npenapara c
NpeAynpeaUTenbHOMR MaPKMROBKOH ®,
MEX/YHEPOAHOE HEMBTEHTOBAHHOE
HasBaHuKe, NexapcTBexHasn (hopma,
copepxaHue aKTUBHOTO BeLecTea 8
_OnHOM M7 (Mr/mn),
Konu4ecTEO amnyn, obbem, COCTEa Ha
ofvH Mn, «CTepuneHo», cnocob!

‘cka, «MpUMeHsTs  BBSASHMA, YCMOBUA OTAYCKE, «[pUMERSTL

no HaaHaveHwio Bpadan, «repen
NPUMEHEHUEM NPOUNTAATE MHCTPYRUKIO
1O NPUMEHEHUION,
YCNOBWA XPaHEHWA, «XpaHuTs B
HegocTynHom ans aeteit Mectel,
BHYTPEHHWA HBPMKOA NPOUSBOANTENA,

7 Kop MEKeTa NpeanpHATA AO
«MpyHOexey»,

HOMEp PEMCTPALVNOHHOID
YOOCTOBEPEHUR, WTPKXOBOY KOA, KOA
npopyKTa, Homep cepuu, AaTa
NPOMaBOACTBE W CPOK FOAHOCTH.

Ha nadke QONONHWTESBHO YKa3aHhk!
BapHLINA 3HAK BRapenbua rpathu4eckoro

anemexTa, rof paapaboTiv AuaakHa
ynakosku v 0603HAMeHWE Bruaa
ynauoaoworg,fn;g{f? e
YxasaHbt BHYTPeHH ﬁég‘it;wnc':‘r-pé“qgw.
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J‘ Ne 21-007269/01
Toprosoe HaUMeHOBaHWE NPoayKTa: MMDHPOHAT@ pac‘reop]p,nﬂ suyrpmumaqnoro BHYTPYBEHHCTO
11 napabynsGaproro sesaeHms, 100 mrimn
MeKAYHaPOAHDe HENATEHTOBAKKOE HAVMEHDBaHNS: MerbgoHm]

Cepus Na 670421 | : Ynaxosxa Na 10
[ata npovasogcTaa: 14.04.2021 o
KonuuecTso npopykuun B cepun: 14785 ) iynax

MoxazaTenu | TPOGGBB.HHF! | PegynbTaTs: aHan1aos
Ha Goxosom Knanaue meryT BhiTh Ha 60KOBOM KNanawe HaHeceHs! cpelcTaa
HaHeceHb! cpéncrua npeHTUMKaL KN, UABHTUDMKALIM,
Mavxa : ~ SRU12.100.10
N S SRUI00S
Xpawewne . XpauuTs npu Temnepatype t!‘?.%"'?!’?.?f’ °C “9 33“‘099*‘”32”

Cpox ro,quocm o ....5.’,‘?7. ) ToneH ,GG 04. 025 '

]
Sakroyenre: cootseTcTayeT TpeGosanmam I NO16028/02-061016 ¢ nemerermsamu Ne 1, Ne 2, No 3 1
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Ne 21-007269/01 ;

1

Toprosoe HaMMeHoBaHWE NPOAYKTa: MWNAPOHAT® pacmop%p.na BHYTPHMMBILLEYHOO, BHYTPUBEHHOO
: u: napa6ynuBapHoro Bae,l::eﬂm, 100 mr/mn
MexavHapoaHoe HenaTeHTOBaHHOE HBMI}‘IGHOB&HM'&: Mensgonms
Cepusi Ne 670421 § ! 4 Ynakoaka Ne 10
DNata npoussopctea: 14.04,2021 {
KonvqecTso Npoaykuny 8 cepuyt 14785 ynak.

Homep PerncrpayHoHHOro YACCTOREPEHMA! 1 N NO16028/02
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MNpowasogurens: i
IpoM3BOAGTRO NEKAPCTEEHKON (IOPMEI: ! ;
3A0 «CantoHukan, NuTea, Velveriu Str.434 B, Kaunas, LT-46352, Lithu!snia Homep rtpofuaao,qc'raeunoﬁ ALeHauu:
0887CepTuduKat cooTsercTans HIN (GMP)] LT/04H/2019 :
TMepevyHan H sropu4Haa/moTpebrTenscian ynakosKka: 1
3A0 «CanTonmkan, Jlutea, Veiveriu Str.134 B, Kaunas, L. T-46352, Lithu‘bnia Homep NPou3soacTaeHHOR NleHauk!
0887Cepmucmrar cocteeTcTaus HIT {GMP):E LTr04H/20G19 i
KoiiTponb KauecTsa: ! {
3A0 «CanToHukas, Nuea, Veiveriu Str.134 El Kaunas, LT-46352, Lilhuémia Homep NpOM3BOACTBEHHON NULBH3MKU!
0B87Cepudmkat cootseTcTsus HN (GMPY|LT/04H/2018 } ;
Ko#Tpons kavyecTaa: : l _ ‘
AQ «puHaexcs, yn. Kpyetnune 53, Pura, LV-1067, Nateus/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-1057, Latvia;
Homep NporaEoAcTBEHHOR NULEHIUA ROODOI}; CepTudyrat conTaercTaua HINMN (GMP): ZVAJLV/2019/018H
BoilTycKAICWMA KOHTPONb KAHECTBA {caprmtm?aqnn cepuu): i ;
AQ «["puHAaeKe», yn. Kpyetnunc 53, Pura, LV-1057, Natens/ JSC "Grindgks”. Krustpils Str.53, Riga, LV-1057, Lalvia;
Homep NponseoACTBEHHON Nkuesanr: RO0004; CepTudivkar COOTBETCTENA HMMN (GMP): ZVALV/2019/016H
! 7
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KommeHTapuu: Het i

3ananen1e 0 COPTUDHKELUA: ]

«Hactonumm A YAOCTOBEPSIO, YTO NpiBeaeHHan Buile mu¢opr§4auwn ABNAETCA OOCTOBEDHOW W TOUHOW, 37a
cepus npogykumu Bhina npoussefeHa (Bknio-as ynaxoexky/ MapkupoBKy) ¥ NPOBEAEH KOHTPOMe ee KauecTsa He
BEILEYNOMSYTOM Y4ACTKe B MOMHOM COOTEETCTBHU C TpeBOoBaHNAMA NPasvN Hagiexallef NpouaBOACTBEHHOR
MPEKTUKN W B COOTBETCTEIM C TpeboearnsAni PEIMCTPELUMOHHOTD AOCHE D

4
H
YNoNHOMOYEHHOE NvLo: {

Haranes KnpeeHkosa VHOLHOMDHBHHOB nmyo 13-05-2021 10:44:48 #03:00;
(Mms ®amunna) (QomxHOSTs) : {fara}”
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LJOKYMONT RGANNCAH SNEKTPOHHO NDANHCEH0 Al o
RS KTIAhMKALIAA opMK OTHETAS Bepeua: GRA-RUS_FDE_RUS & ] : Coanaxor Notalia-Kirejenkova,; "
foctpamsice abecrevenie - SempleManagerLiMS 12.1; SP.2 : 13-05-2021 07:45:58 #00:00 I'MT
VHURANBHBIA HOMEP Janucy BEPCUr: BASQEABE-594B-463F-9867-9FCODTIFID2TS 1 1 KoHtponupyeman xonas Ne: 1
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