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JInpenzus HAa 0CyIleCTBAEHHE MPOHIBOACTBA JIEKAPCTBEHHBIX CPEACTE
Ne 00049-JIC ot 16.03.2020 1.

Hapmenopauue npenapara

Kon npenapata
Homep cepun
Obbem cepun

JlaTa NpoH3BOJCTBA
T"omen go

Jara anaauza

AHaau3 NPOBENEH 110

DACIHOOPT Ne0527/21

714

120321

38 782 wT. yIaKOBOK
17.03.2021r.
28.02.2026 r.
17.05.2021 r.

FOumnoke ComoTa6® TadneTku gucneprapyembie, 100 mr, Ne 10

CI-KO-0701-107-11 «FOnruaoice Conrora6® Tabnerkn aucneprupyemsie, 100 mr»

HJ TT N013102/01-130418 «¥Onnaoke Comiorab® Tabnercn aucneprupyemsie, 100 mr,

WMamenennio Ne 1, Ne 2 u Ne 3w HAL,

HanmenobaHue TpeGosannsl HOPMATUBHOHR TOKYMEHTALUA PeayJIbTaTEl HCHBITAHAH
noxasarenef
Kpyrasie, ABOSKOBGINYK/Ible TAabNeTkH, OT CBETAO- Kpyrasie, ABOS KOBBITYKITbIS TAONETKH CEPO-
O KENTOrO WM CEPO-IKENTOr0 IO KOPHYHEBOTO C | KENTOrO C BKPANMCHHAMH UBSTH, C rpaBupoBKOH
THCAHKE
BKpanneHWsiMi  LBeTs, C rpasuposkci «173» (xoA «173» (kou TaGneTky) Ha OAHON CTOPOHE M pucxoit
TabneTkr) Ha OHOH CTOPOHE M pHekoH Ha Apyrof Ha Apyrof.
BONACX, Bpems yAepxHBAHHA OCHOBHOrO IMkA Ha Bpems yaepK1BaHua 0CHOBHOrO ITHIKA Ha
XpoMarorpaMme WCMBITYEMOTO pacTBOpa JONACHO K]JOMBTOI‘]JGMMC HCIBLITYEMOro pacTsopa
COOTBETCTBOBATL  BPEMEHM  YACPKHBAHHA  NHKA COOTEETCTBYET BPEMEHH YASPKHBAHH TIHKA
JIOKCHLMI/IMHA  HA  XPOMATOrpaMMeE  CTBHZAPTHOTO | JOKCHUMKIAHA Ha XPOMATOrpaMMe CTaHRAPTHOTO
PACTBOPA A, NPHIOTOBIEHHOTO JUTA KOAHYECTAEHHOrO PacTBOpa A, IPHIOTOBNEHHOIO ATA
ofpeencHHs KONMYECTBEHHOIO ONpPEIENeHM
KauecTBeHHAs peAKIHE C KOHUeHTpHPOBaHHOM Ofpasyercs KeTroe OKpalIHBanie
IToRnHHHOCTE cepuoil KHCA0TOR — XKEATOE OKPalIMBAHHE

KayecTBeHHAS PeAKLIA C XJOPMETOBOA0POAHOIl

“jeuenoToit — oTCyTCTBHE (MmOopeclienLHE B Y P-cBeTe

npH LTMHE BONIHEL 356 HM

OteyTerayeT Gmoopectenuna B Y D-cBete npu
AnHHeE BOJMEL 356 HM

Kauecrsennas peawcuns ¢ 0,1 M pacTopomM HATPHA
rHApOKeR/a - seneHan QUIoOpecLeRMA B Y®-caete
NpH JUIMHE BoaHS] 356 HM

Habmonaeres senenad (UUoOpecLeHIHA B
V-cpeTe Npy jUiuHE BONHE 356 BM

PacnanaemocTs, cekyi] He onee 3 Myt (npu Temncparype soas 20° C) 95
PactropeHue, % 101
98
98
He smenee 80 % (Q) oT 3asBNEHHOIO Ha ITHKETKE
KONMUYECTBA AOKCULMIIHHA JIONXKHO ncpcﬁ‘m B 98
pacTeop 4epes 30 MUHYT 102
99

99 (cpensee)

Cymma npumeceli — ne Gonee 5 %

Bona, % Merog K. ®uwepa. He Gonee 6,0 % 4.6
Poacrseniibie G-anmnokcHumkrH: He Gonee 2,0 %; 0.34
npumecH, % 4-ammpoxcuumxnnn: Be Gonee 1,0 %; M ’ 01
Meraunicms; He 6onee 2,0 %; EHES Vs
’ sl He o6Hapy:«eHo
JlioGas Apyras eAMHHUHAAR MPHMECH! Menee 0,1
ue Gonee 0,5 %; 0.34 1

Mukpobuonornieckasn
YHCTOTA

Kareropus 3A.

O6mee uueno aspobHbIX

MUKPOOPIAHHIMOE — He Gonee 1 KOEB L T
OButee WHCTIO APONOKEBLIX 1 TIICCHERBIX MPHOOR —
te Goniee (02 KOEB I T,

Ovcyrersue Esclierichia colis | 1

¥ N )
O6litee KONMIECTRO a3PRGHMK MIKPOOPraHH3IMOB H
nanmake Bschesichia colia | r e onpesensiercs.

OBliceHHCTO APOKHEBHIX H N1ITECHERbIX rprbos
wmenee 103 KOE/. ;

CBeTOoNOrOUAIOUIHE
npHMecH

CnekrpodioTomerpryeckHit METOA,
He Gonee 0,2

b 02

Y e

1 us 2




(-0000000555-03

HaumeroBaHue TpeGosanus ROPMaTHBHOH PesynbTatsl HONbITAHHH

npKajaTensH JOKYMEHTS LY

Iucnepenocrs, % | He menee 90 %% 4aCTHIL AQIBKHLL NPOHTH 100

tepes cuio 710 Mrm

OaHOPOAHOCTE Mpu n=10, AV < L1; npn n=30, AV<LI#n

JIO3HpOBaHHs Bce BHAMEHHR Xi YOOBAETBOPAIOT n=10
nepasesicray | M- xi [ €0,012L2*M AV=19

Konuuecrsennoe | BHX.

onpencnenue, mr | O 90,0 mr o 105,0 wr (or 90 % o 105 % 98,6
OT 3aADBJCHHOIO HA HTHKETKE). - (59 %)

Ynakonka Mo 10 raGaerox B Gmuctep 13 maenin [TBX | Tlo 10 abneroK B Gaucrep ua maekkd IBX w onsry amomunienof,
1 pomery amosunnesoit. [To 1 Gnuctepy Mo | GAuCTEPY BMCCTS © HECTPYKUNSH NO TPHMEHEHHIO, BABOACKHE
BMECTE € HHCTPYKUMER TO nipHMeseHnio s | koast «H-714 (392)-02-04w, 4160269, B nauke KAProHHOH.

NauKy KapToHHYIO.

Mapguposxa Ha__ Gaucmepe  wa  pycekes  Asvike | Ha Grucpiepe Aa pYCCkoM S3LIKe YKU3AHO. TOPTOBOE HaHMEHORAHHE
yrGILGEIoM:  TOPTOBOE  HAWMEHOBAHHE | Mpenapara ¢ npenynpesrTensEol  Mapkuposkod ® «IHOungoxe
npenapata C NpenynpeAHTENbHOR Comortab®», MENIYHAPOAHOE HEIATEHTOBAHHOE HAHMEHOBANHE
mapkiposkol ®, MEKAYHAPOSHOE | «AOKCHLHKIHED, JCKAPCTHEHHAN opma «rabaeTicn
HE1IQIEHTOBAHHOE HaWMEHOBANME, | AHCReprapyemulen, nosuposka «100 My, JOTOTHO (rpahuueckoe
jexapcrBenuyic  (opdy,  BOIHPOBKY; n30Bpaxenue ¥ HAmndch "astellas") Branensua perHcTPALKOHHOND
noroturn (rpadueckoe nsofpwxenne W | yUOCTOBEPEHNS]  HOMED  CopHH -«120321», cCcpox TONHOCTH
HEIHCH "astellas™). pnaaenbun | «dO 02 2026», BHyTPEHHHE JABOACKHE: KON «®D-714(392)-01-03»,
PEruCTPALHOHHOTO YAOCTOBCPCHILA; HOMED «159790»,

CEpYH, CROK TOAHOCTH {10 MM TITT), MOTYT Ha xapmounoll _nauke Hna_pPveckosd A3bIKe YKA3AHO! TOProBoe
BEiTh HAHECEHB! BHYTPEHHHE 3dBOACKHE | HAMMEHOBAWHE Npenapdra © nipeynpesuteisHol Mapkuposkolt ®
KOFUhI «FOnnpoke Comorad®», MexiyHapooHoe  HENaTCHTOBAHHOE
Ha xapmonsioli nauke. H@ DYCCKOM A3blKe | HAUMCHOBIHHC «JOKCHUHICTHEY, Jjexapersenias Gopma «rabaeTiu
ykgzeteaiom:  TOPIOBOE  HAMMEHOBAHME | ANCMEPrUPYCMBIED, nozupaska «l00 mMmy; HazRarKe JEHCTRYIONLErD
npenapara c NpenyNpeNHTENLHOH | BENIeCTsa, €ro Coacpxande I rabnerke «Kampan Tabnerka
MapkHpOBKOH ®, Mexaynapoanoe | cogepmut 1000 Mr jpokcuuHKINEA B Bue OOKCHUHKANHA
HENATCHTOBANHOE HAHMCHOBOHNE, | MOHOTHAPATAN; TnepeUeHs BCHOMOIATEN BHBIX BEILECTD
nexapcThenuylo  (GOpMY,  AO3HPOBKY; | «BruomoraTenbHbie BeECTRA NesAI03a
RATRAMME ACHCTRYIOMENO BEILECTBA, S0 | MHKPORPHCTANINYECKAd, CAXAPHH, FUIPOJIO3A
comepkanpe B Talierke; MEpPEUeHb (HMBKO3AMEINEHHAR);,  TMIPOMEN03A,  KPEMHHA  JHOKCHA
ACIIOMOrITENbHATX  ROecTs; KOnMuecTBo | kosuronubiit  (Gesmoanntt), MAarnis  CTEApAaT,  JAKTO3LI
TafseroK B YNAKOBKE; HA3BAHNE, CTPAHY H | MOHOTHAPATY KOMHYECTBO TaOneToK B YNaKoBKe
nororan  (rpaduucckoe  mioOpawkenus M «10 TaseTor MHCMEPrUpYEMBIX», HA3BAHWE, CTPAHA W JIOFOTHI
HAJIITHCh «astellasn) pnagensua | (rpaduueckoe H3oGpakeHHe W HAMHCL «astellas») srazensua
PErHCTPALMOHHOTO YIOCTOBEpeNHs, | PEFUCTPAUHOHHOTO YIHOCTOBEPEHHS
«[powsseneso: 3A0  «3uO-310poBser», «000 «Actennac Oapma [Iponaxweny, Pocciismy,
ero ‘crpady, ampee, ‘rencfion ® dake; | «lIponsseneno: 3A0 "3u0-3noposbe’», ero cTpada. «Poccus»,
YCROBHSL XPAHCHHSA, YCHOBHA OTOYCKA, «Hns | aapec, Tenedion H (ake
npueMa  BHYTPLY, [PEAYRPEAHTEALHEIE «142103, Mockoeckast 06AACTb,
wannucn: «[IpHEnmars 1o HMuauenwio | . [Topoasek, Y. SKene3nonopomnns, i 2,
ppauay, «OsHaKOMETECH C nucTpykumeity, | «Ten: +7(495)  642-05-42, daxe:  +7(495)  642-05-43»;
«XpaHWTh B MECTAX, HEJOCTYRHBIX I | YCIOBHH XPAHCHHS «XpPaHNTE NpH TEMNEPATYPE HE BLILE 23 °%Ch,
AeTeli»,  PHCYHOK, | MAMOCTPUPYIOWMH | YCIOBH: OTLYCKA «Oruyck no peuenty», «Las npHema BHyTpL»,
enocol npHMeHenns, Homep | NpeaynpeAHTSNbHBIE HAAnkcH: «IIpUHIHMATE 10 HASHAUEHWIO
peru_crpauuonnam yrocTopepenys; | payan, «O3HAKOMBTECH € nueTpyKupeity, «XpanuTs B MECTAX,
nepeMeHnEIe Aatnie (HOMEp Cepul, ALY | HeAOCTYMHBIX Aasi gevelin, pucyHox, wamecTpHpyoumit enoced
WIFUTORNGHKS, CPOK  TOMHOCTH) WM | OPHMCHETIWI, HOMEp  PECHCTPAIHOHHOIO  YOCTOREPEHHA
AHGOPMALHIO 18 MOHHTOPHHIA ABIKCHAR «PerucTpannosnoe yaocrosepenme 1 NO13102/01»; Hthopmaums
NEKAPCTBEHHOTO npenapara o1 | i MOHMTOPHMHFA JBWXKCHMS EKAPCTBEHHOIQ Openapara ot
NPOHIROMTEN 1o KOHE4HOFO | NPOHIBOAMTENS A0 KOHEYHOTO noTpefuTend:
notpeGRTENs;  WTPHX-KOH, MOTYT Geite | «Data Matrixn;
HaHeceHbl BHYTPEHHUE 3AROJICKHE: KOIbI. «GTIN: 0460709845169,
Pacrionowenne  sasoackux  kojon W | «Cepus: 120321,
fepeMennsix TAHHLIX HA kommepueckolt | «loxen: 02 2026»,
YIRKOBKE MOKST HIMEHATECA. «S/N:»-C yKAIaHHEM HEAHBHAYANBHOTO.CEPHANHIALMORHOTO HOMCPR
Ay KH; mTpm{-Kcm'«4697098451699», BHYTPEHHHE JAROACKHE KOIBI |
«159147n, «I1-714-10-03-05».
XpaHeHHe [Tp# Tentieparype He Bbiue 25 °C TIpy TeMTEPATYPS HE Bhillie 23 °C
| Cpok rojmactd | 3 ner S ner o

Jaaoaenue: Jexapemeennviil npenapam FO
Ne 10, cepuu 120321 coomeemcmeéyem mpebosaHuAM 6 Hacmu npoBeEpeH:

HavyansHuK OTAENa KOHTPOs KayecTBa

Axumoa C.B.

wudoxe Contomab® mabaemu-Oucnepeupyemore, 100 w2,

x, nokagameyeti.
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