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JInuensna na ocymecrsnenne npoussogcTna JIEKAPCTBEHHBIX CPEACTE
Nt 00049-JIC o7 16.03,2020 r.

Haumenonanue npenapara

Koa npenapara
Homep cepun
O6nem cepuu

Hara npouszsoacrsa

I'open po
Jarta ananusa

AHanu3 nposeseH no

ITACIHOPT Ne0760/21

714

280521

38 634 wiT. ynakosok
26.05.2021 r.
30.04.2026 r.
05.07.2021 r.,

Y0uuaoxe Conrora6® Tadaericu nhcneprupyemﬂe, 100 mr, Ne 10

CI1-KO-0701-107-11 «kOnnaoxe ConioTab® tabnerien Aucneprupyemsie, 100 mry»

HJL I1 N013102/01-130418 «FOnunoxe Conorag® TabaerxH ancneprapyemeie, 100 M,

Mamenenno No 1, Ne 2 u Ne 3 x¢ HI.

Haumenosanue Tpe6opauua HOpDMaTHBHOH NOKYMEHTaLHH PesynbTatel HenniTanuif
noKasarenei
Kpyravie, nposkonuinyxnsie TabneTsH, oT cpetno- Kpyrneic, asoskosuinykaiie tabnerkn cepo-
Oiittcanns HKEJTOTC WA CEPO-XENTOTO [0 KOPHYHEROIO © | JKENTOro ¢ BKPATIEHHAMH UBETA, C TPABHPOBKOH
BKpANICHUAMK upeTa, ¢ rparuposkol «173» (kon | «173» (oa TaGnerkn) Ha OHOH cTOpOHE K pHckoif
TabAeriH) Ha 0HOH cTopoKe U pHCKOH Ha Apyrol Ha ApYro#.
BI)KX. Bpems ynepxupanus 0cHoBHOrO n¥Ka Ha Bpens ynepmnsunns ocHoBHOrO ke na
XPOMaTOrPEMME  MCIIBITYEMOIO  PacTBOPA  JHOJKHO XPOMETOIPAMME HCITLITYEMOT0 PACTRODE
COOTBETCTBOBATE  BPEMEHH  YACDKHBAHMA  IMKa COOTBETCTBYET BpEMEHM YAEPHHBAHHA [THKA
AOKCHUMKNIMEA 1B XPOMATOFPAMME  CTAMIADTHOIO | JOKCHUAKIMNE Ha XpOMAaTOorpamMme CTAHAAPTHOIO
pacTeopa A, NPHTOTOBNEHHOTO AN KONHUECTBEHHOIO PAacTBOpa A, NpHroTOBNEHHOro AN
ofnpejenenus KO/IHYECTBEHHOND ONPEneNeHus
Kavectennasn peaxuus ¢ KOHUEHTPHPOBAKHON Obpasyeren wentoe okpaurrsanme
Honmuunocts CePHOIT KuesoTol — Kenroe OKpALIKBAHKHE

Kauecrsennan peaxuns ¢ XJOpHCTOBOAOpOAHOT
Kiteg0Tol — oTcyToTBIE QAIcopeciertnn 1 Y D-creTe
APH JNMHE BOTHBE 356 1M

Oreyrerayer thmoopecuenuma B Yd-caete npH
: JUTHHE BONHBI 356 HM

Kauecrsennas peaxunn ¢ 0,1 M pacreopom HaTpus
THAPOKCHAA - 3eneHas {moopecieHunn 8 Y d-caere
TIDH AJTHHE BOAHRKI 356 M

Habmonacres senenan (pmoopecucHums 1
Y®-crete npu annwe sonus 356 um

Pacnanacmocts, cexyup e Gonee 3 MunyT (ph TemMnepatype poasl 20° C) 93
Pactsopeunue, % 99
99
98

He meuee 80 % (Q) ot 3asenennoro Ha srukerke
KOJIHYECTBA NOKCHUMKNHHA HOMICHO NepeliTH B 98
pacruap sepes 30 mMuHyT 107

Bona, %

Merog K. @inwepa, He Gonee 6,0 %

Poacreennnie
npUMECH, %

G-3MM/IOKCHLIMKIMH, HE Gonee 2,0 %;
4-3nun0okcHuMKkH; He Gonee 1,0 Y,
Merauuicnun: ve onee 2,0 %;
JhoGan aApyras eanimysas npimecs:
e Gonee 0,5 %;

Cymma npumecedi — He Gonee 5 %

MuipoGronorkueckas
UHCTOTA

Kareropus 3A.

OGuee wicno aspobrinix
MHKDPOOPraHu3mos — ve Gonee 10° KOE & | 1,
OGimee YHCO APOAIKERRIX H TIIECHERRIX rpuGor —
He Gonee 102 KOE 8 ] 1,

Oreyversne Escherichia coli s | v,

O6iee konuuecrao A3p0O0HIAX MHKPOOPralK3IMoB H
wamtaie Escherichia coli v [ e onpesenseres.
OBiriee WHCIO APGHKERRIX 1 NIECHERRX rpufion
menee 102 KOEA:

Creronornomaiomme

NPpHMECH

CnekipodioroMerprHYeckHi MET0M,

He Gonee 0,2

0,02

l uz 2
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HauMerosauue TpebGosannus nopmarusol Pesynbraret ucnbitanui
[ _Mokasateneit JORYMEHTALIAY
Dvenepcroers, % | He wence 99 % HACTHL, HONMCHL NpOHTH | 100
B uepes-cHrp 710 Miat
Ounnoponuocrs | Tlpn n=10, AV S'L1; npn n=30, AV <Ll u
NO3MPORAH 3T Bee  smauemMs  xi  yrosnersopmor n=1igQ
Hepasenerny | M- xi [<0,01%L2%Mm AV=12
Konuvectsenuoe | BICX.
onpezenenue, vr | Or 90,0 mr a0 105,0 Mr (o1 90-% 110, 105 % 98,5
OT 3AYBAICHHOTO Ha ITHKELKE), (98 %)
Ynakoska - ITo 10 Tabnetok B Ganctep s nnenxn TIBX Tlo 10 Tebnerok 5 Gucrep wa nienicn [1BX u (onsru amomuunenoH.
it (oeru anominnesol, o | bnueTepy I I Grucrepy mmecte ¢ HHCTPyKUHCH TI0 IpHMEHEHMIO, 3aBoJicKHE
BMECTE C HHCTPYKkupell [0 npuMenerHio B KoLk «M-714 (392)-02-04», «160269», 8 nayke KapTOHHOH.
. HAYKY KAPTOHHYIQ,
Mapkunposka Ha  Gruemepé  wa  precxom Aike | i Grucmepe na pyeckos sawre : TOPrOBOE HAMMEHOBAHME
] YRa3bgaiom:  TOPrOBOE  HEMMEHOBAHHE Apenapata ¢ npenynpenurensuoli MBpKHpOBKOE ® «IOnngore
npenapata c npesynpexnTension | Coarorat®s, MEJCLYHAPOAHOE  HenaTeHTOBANHOE: HERMCHOBAHKHE
MAPKHPOBKOH ®, MEWAYHAPOAROE | «HORCHLHKIMHY, NekdpeTnenHas -(popma «rabaericn
HELATEHTOBAHHOE HBHMEHOBAHHE; Aueneprupyemnien, JO3HPOBKA «100 Mr»; noroTun {rpagmyeckoe
Noxapersentyio  hopmy, AOHPoBKY; | n3olpaxeune u Haanuck "astellas") spanensia PErHCTPaUHOHROIQ
Jiororan  (rpadimyeckoe uobpaxenne u YROCTOBEPEIHA;  HOMED  CepHH «280521», cpok  roapocty
HAJLITHCE. "astellas™) Brancnsng | «KO 04 20265, BHYTPCHHHG 3aBOACKHE KOJAI «®-714(392)-01-03,
PEFHETPAUHOHHOTQ YNOCTOBEDEHHA; HOMED | -«159790x%.
CEPUH, CPOK roaHocTH (a0 M rerr), moryr | H, INOHHGE _Ha CKOM A3bIKE YKAIAHA' TOProBOe
66ITe  HaHeceHEl BHYTPEHRUE 3ADOACKHE | HBMMEHOBAHHE fpenapata ¢ npegyupeayTensHol MapKUpoBKOH ®
KOJIBI, " «IOnumoxe  Comorag®s, MEKAYHADOLHOE  HEMATCHTOBANHOE
Ha xapmonngii nauxe ua pyeexon HIBIKE | HAHMEHORBHHE CAOKCHUMICTHEY, NIeKaPCTBENHAR (hopma.«raBaersn
KA Dii  TOProBOC¢  HaHMEHORAHHE mucneprupyemniey, No3uporkd «100 mr»; HasBawue peHeTayiouero
npenapara [ TIpSAYUpesuTensHoH | Bewecrsd, ero CONGPKAHHE B TabrerTke «Kamaas Tabnerica
MEpKHPOBKOH ®, MEKTYHapoHoe | copepwuT 100 mr AOKCHUHKIMHA B BUAE RDKCHUMKANHA
HENATEHTOBRHHOE HANMEHORAHHE, | MOHOTHAPATAR, HepeyeHs BCIIOMOTRTEIBHBIX BelUECTR:
TCKAPSTHEHHYIO  dlopmy, AOUPOBKY; | «BenomoraTensbie BEUIECTRA; Heaon03a
HaBAHHE: .zreiic:mylou:ero BeluecTna, erg .mmc‘poxpumn.nnqecxa'ﬂ, caxapun, rimp(mo-'za'
cosepwanue B TaGnerke; NEPEHEHb .{uumozamemeﬂuan), THUNDOMENAN03A,  KDPEMHASt  AuOKeHA
BENOMOIATSNIBHAX BEILECTB; KOAMMECTEY ROMnOuAHBIE  (Gessonunih),  marsus CTEAPAT,  AAKTOIRI
TablieToxR B ynakoske; nasanue, Clpary M | MOHOCHAPATH; KOAHYECTRO Tabnerok B ynakosie
BoroTun  (rpaduueckoe niobpasense & | «10 Tabaerow ARCTEPIHPYeMEIXy, HA3BAHHE, CTPaHa M JOroTHn
HAANKHCE «astellasy) sranensug | (rpadmyeckoe wiolpamenne i HBATHCE  astellasw) mnapensun
PeruérpatuonHoro. YAOCTOBEPEHM, | PETHCTPALHOBHOD YAQCTOBEpEHHSE
«llpouspeneno: 3AQ «3u0-3noposseny, | «O0QQ “AcTenaac Gapma [poaaxweny, Paccysay,
€ro  cTpauy, aapee, tenedon M (axc; «IIpoussenenc: 3AQ "3u0-3poposses, erg cTpard «Poccusy,
YCNOBHA XpAHEHHS, YCIOBHA ruycka, ¥l BAPEC; TeNEPON A hake
(TDHEME  BHYTPRY,  NpeRyupenuTenLane «142103, Mockoscrsn ofinacts,
HapnacH: «llpunaMats o HasHauenmio | r. Mogonnck, ya, Kenesnogopomnas, 1. 2y,
Bpayan, «O3HAKOMBLTECH. C. HUCTPYKUHEHRY, | «Ten.: +7(495)  642-05-42, taxe:  +7(495) 642-05-43»;
«Xpauuts B Megrax, HEAOCTYMHEIX ANA | YGNOBHA Xpaneuus «Xpanurs TpH Temneparype ne sbiuie 25 "Cy,
Aeteils,  pucylor, HANOCTPHPYIOWHIT | yenoBus oTnycka «Ornyck no peuentyy, «llast nprema BuyTpeY,
crocob NPHMENEHHS, HOMED. | IPEAYNPENNTENGHLIE Haknuey: «lpuswmars no nasmatenuo
perHcrpauMonLory yllocTopepeHus; | Bpauax, «Oanaxombrecs ¢ HHCTPYRUHedy, «Xpanuts B Mecrax,
NEpeMeHILIC JannEe: (HoMep cepu, AALY | HENOCTYNHEIX. AR JeTefy, PHCYHOK, unaoeTpupyiommnd cnoeg
HIIOTOBAICHHS,  €DOK  TONROCTH)  Wnu, NpUMeEHEn ust, HOMep PEMCTPALMOHHORD yhaocropepenun
HHpOpMaLmMio ans MOHHIOPUHIR ARAxenus | «Peruerpaumonnoe Yaoctosepenue IT NOI3102/01; HrpopMaaya
ACKAPCTRCHHOTO npenapata OF | ANA -MOHHTODWHIR  ABHKEHMA NEKAPCTBEHHOTO npeénapara ot
NPOH3BOAHTE ISt o KOHEHHOrO | MPOMIBOAMTENS AG KoHEUHOrG: notpefnreny:
notpefurens; WTpHX-Kox, MOryT 66 | «Dats Matrix»; )
HAHCCEHE! BHYTPEHHHE 3ABOACKHE. KOLEL, «GTIN: 04607098451699,
- Pacnonowenne  sasoncicux konos | «Cepuni 280521y,
TEPEMEHHLIX  JAHHLIX HE KomMMepueckokt «I"opent 04 2026x,
YIAROBKE MOKET HAMEHATECS, «S/Ns» ¢ yrasammem HHOHBHAYANLROED. pa.
| nagn; WTpHX-KOL 4607098451694 | : i (4]
4159147, «I1-714-10-03-05», \% AT
| Xpatichne [Mpy TemMuepaType HE BBILE 25 °C ITpw Temncparype He Bhiwe 25 9C. K‘%&M" >
Cpox roanocrn. | 5 et 5 ner \\Ma::ufmz %4 ]
Sakimovenne: Jlexapemaeuniii npenapam FOuudore Comomat® mabnemxy ducrepeupyess 100 M2,
Ne 10, cepuu 280521 coomeemcmeyem. mpeboeanuam 8 yacmuy NPOGEPeHHBIX RoKusamened],
Hauansrnx ornena xontpoms xavecrra AE{HMOBa: C.B. @/ 09.0% 76/
Honweriocn: DHT . " Moowes: Hama
mfwm.%*__‘mhmuw}
{:;-,s,-ii ] K33 Jels]
oght s 2 uz 2
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