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CEPTU®HUKAT KAYECTBA

HanMeHoBaHHe TOBapa:

Mounocas, tabnerxu, 20 Mr

TS

 Wimnoprep: Yenrckas Pecrivbnuxa 1
. Homep JHIICH3HHU! No sukls340849/2021
Cepus ToBapa No.: 0020122 B
YnakoBKa: 30 tabaeTox
YnakoBiiuK Canexa ®apMachiOTHKAJIC a.C.
JlaTa npon3BOACTBAl 01.2022
CpoK rogHOCTH: 01.2027
JlabopaTopubii aHanus Ne.: 141/22
Hara: 04.05.2022 R
MHH: Uzocopbuaa MOHOHUTPAT |
Haszsanne dapm. cyOcTaHIHH: M3ocopOduaa MOHOHHTPAT
TIpoussoaurens papm. cyGeranumu Nudapma Ppancuc C.p.JL
IokazaTenn Hopmbl PesvabTaThbl AHANH3A
Onucanue | Kpyrnste, nstockue Tatnerky Genoro COOTBETCTRYET
WK fOuTH BENOro 1BeTa ¢ pUCKoH ¢
oAHOH CTOPOHB!
MoAARHHDCTS BpeMa yzepxuBanud OCHOBHOFO THKa | COOTRETCTBYET
B3XX Ha XPOMAaTOPaMMe BCIBRITYEMOTO
pacmnpa JOJIKHO COOTBETCTRBOBATH
BpEMERH YIAEPKHBAHAA OCHOBHOMO
fIKKa HAa XPOMaTorpaMMe
CTAHIAPTHOTO PacTeopa
OnHOpOAROCTH MACTH 150,0 mr & 5,0 % (142,5-157.5 M) 150,1 mr
18/20 tabin. - we Gonee £ 7,5 % COOTBETCTRYET
2/20 ta6n. — ne Bonee + 15,0 %
Pacnajiaemolth He Gonee 15 mun Ao | MuH, |
PacrTBopeHHe He meree 80 % (Q) o7 3aaBASHHOIO ]
BOAX copepmanua Hiocopbua-5- HENPOBOAKAOCH i
Jas kaxaod 10-# cepun MOHOHHTPATA JOJGKHO PaCTBOPHTECA
- yepes 45 MUH
Mupoluorora4ecKan HucToTs
- ofmee yneno B3polHBX se Gonee 10° KOE/r < 10 KOE/r
MHKPOOPIaHH3IMOB
- obuee uneno apoxokedi u rpubos | ve Gonee 10° KOE/r < 10 KOE/r
- Escherichiacolis I 1 OTCYTCTBYET OTCYTCTBYET
OnHOpONHOCTE OIHPOBAHHT KoobOimument npremnesoct AV — |
B3TCX ue Gonee 15,0 HENPOBOAKIOCE
s xawaoh 107 cepuu
KonuvecTeeHHOE ONpEae/ieHe 19,0-21,0mr 19.9 mr
i BEMX .
TlaGoparopHbii axamus Ne.: 141/22 3
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Hoxasarenn | Hopmpi | Pesyasrath! ananusa
Ynaxonxka ; COOTECTCTRYET
| {Tepsuunas ynaxosra: no 10 TaBnetok flepsuunan ynaxcexa: no 10 Tabrerox
| 8 6umwctep 13 NIBX/amomunuesolt 8 Gnucrepe us [TBX/amomunnenol
| donsru honsru
5 Bmopuunan ynaxoaica: 3 Gnucrepa B Bmapuwmas ynarosca: 3 Guucrepa B
KapTOMHYK® DaYKY BMECTE ¢ K2PTOHHOH nayke RMecTs ¢
HHCTpYKIMEH 110 HpUMEHEHHID MHCTPVKUMEH 1O NpHMEHSHUIO
Mapruposxa Cooteerctayer
Ha Gamcrepe na pycokowm sapexe Ha Gnwcrepe na pycckom s3sice:
YKA3BIBAIOT!
- TOproBOe HauMeHUSAHME Npenapara, | - TOPrOBOE HAHMEHOBAHME Nperiapara,
- HaHMEHOBAHUE NCHCTRYIOWETO - HaMMeHoBanHe AeHCTBYIOWIEro
BELUECTBA H er0 COACPEANHE B OmHOl BELIECTREA ¥ €10 COASPIAHME B OEHON
Tabinetke, TafineTke,
- HO3UPOBKY, - LO3HpOBKa,
- JEKApCTBEHRYIO BopMy, - NeKapcTBeHHas dopma,
- konmHecTso tabnerok 8 Gancrepe, - KONHUecTHO TabneTok B Onuctepe,
- HOMEp CepHH, - HOMEp CEpHH,
- «TOJEH Row, - «rojen no»,
- HaUMEHOBaHWE depxatena PV, - HaUMEHOBaHMe nepmxarens PY,
- NoroTHR pepwarens PY (ua « JioroTHn gepxxartens PY (na
AHTAMHCKOM s3bike), BHFIMHACKOM A3biKe),
Ha xapTonno# nauke na pyccKom Ha xapromsoil nauxe Ha pycckom
A3BIKE YKAIBIBAKOT (HAATTHCH #3nlke (HAImMen AyGnupyioTes Ba
ZyGnupyoTes Ha anraniickom A3EIKE). | BHIAKACKOM S3BiKe);
- TOPIOBOS HAMMEHOUANNE Npenapara, | - TOProBOE HAHMEHOBAHHE Nperapara,
- MHH, - MHH,
- HaWMEHOBAHWE JedcTyiomero - HaNMEHOBAHKE NefCTBYIOWMErD
BELISCTBA M €T0 CONEPKAHUE B ONHON | BeluecTEa H ero cOZepIKaHKe B OAHOM
Tafnerxe, tabnerxe,
- HNO3MPOBKY, - JI03HPOBKA,
- JIERAPCTBEHHYIO GOpMY, - JeKapcTsenHas dopma,
- KOAMHECTBO TafneToK B nayke, - KompiecTso 1alneTok B mauxe,
- NPERYHPEAUTENBHBIE HAATIHCH: = NPenyNpeAuTeNbHbI® HAINKCH:
«He npumenate no weTewennn Cpoka «He DpUMEHATH 110 HCTEYEHUH CpoKa
roasocTii», roaHoctTH!n,
«XpanuTh B HeJoCTYNHOM ana aereli «XpaHHTb B HEAOCTYNHOM 118 feTefi
Meereln; Mecreln;
- onocol npumenerHs: «Jnx npuema | - cnocof Npwnvenennn: «Inx npuema
BHYTPL!3, BHYTPBI»,
~ YCIOBMA OTIIYCKa, - YCNOBMA OTIYCKE,
| = YCNOBMSA XpaHsHus, - YCROBRHA XpaseHms,
- HaHMEHORAHUE W afpec - HAUMEHOBAHME M agpec
NPOHIBOAMTENS, NpoM3BOANTERA,
- JOroTHn aepwarena PY (ua = noroTun pepxartens PV (ua
aurmicKoM A3sike), BHTTIHIACKOM A3biKE),
- HOMEp PErUCTPANHMOHROrD - HOMEp PerHCTpalHOHHOD
i YAGCTOREPEHHA (HA PYLCKOM R3IBIKE), YAOCTOBEPEHUS (HA PYCCKOM S3bIRE),
E - HOMEp cepuut (Ha pycekoM sabixe), ~ HOMED CEpHH (Ha PYCCKOM S3biKe),
' ~ CPOK rogHoCTH (Ha pYCCKOM s3kike), | - CPOK FORHOCTH (Ha PYCCKOM A3hiKe),
- WTPHX-KOn, -~ LWTPHX-KOA,
- Gapmaxoa(sl), - hapmakon(ss),
| KOBI THTIOrPaDHH, MECTONONOKERME i
L | KOTODBIX MOKET MEHTSCH. KOAB THIOIpadum. J
JlaBopaTopasit ananuz Ne,: 141/22 2/3
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Iloka3zaTean Hopmbl ___PesyabTathl aHaaHza |

- JIONONHHUTENbHO MOXET YkasbiBaTca | JIONONTHUTENLHO YKa3aHa HHGOpMalns |

HHGOPMALHMS 1N MOHUTOPHEIA 119 MOHHTOPHHT? JIBMKEHHA |

ABHKECHUR JEKAPCTBEHHOTO NPENapaTa | JICKapCTREHHOTO Mpenapara or I

OT NPOHIBOIHTENS 10 KOHEHHOTO NPOK3BOIATENS IO KOHCYHOIQ

- norpeburtens. . o norpeburens. i
XpaneHue | He TpefyeT cneunansHuix yenosuli COOTRETCTRYET 3
| XpaHeHus { B i

Cpox roxnocTH 5 ner ' 5ner [

PezyanTar naboparopHoro aHanamza: coriacHo cneuubUKanuy

Hacmorwgum a nodmeepnucoaio, 4mo npueedeHHAA 6biuie UHPOPMAWUA ACIREMCA
docmogepnoil u mowHoll. Dma cepus HpoOOYKyuUM npouszsedena (6KAIONAA YHAKOEKY
(MapKUpOEKY) # KOHMPOb Ka4ecmea) HA GbIULEYKA3AHHONE NPOUICOOCHEEHHON nnouladke
(naowadxax) & noanom coomeemcmeuu ¢ mpebosanusmu Ilpasun Hadnewcaweit
RPOU3EOOCHBEHHON NPAKMUKU W mMpebosaHUAMU KOHMPONA KGYecmea JeKapcHEeHHbIX
cpedcms, a MOK}CE 8 COOMSEMCMBUU CO CREUUPUKAKUAMHE, COOEPHCAULUMUCA 8
PezucmpanioHiom 00cse CHIpansi-uMnopmepa. 3anucu 1o nPouI600CmEy, YHAKoeKe U AHAIHIY
HpogepeHbl, W YCHAHOGAEHO UX coomeemcmeue mpeboeanuam IIpasun wnaonexcawiei
npoU3e0OCHIGEHHON NPAKMUKIL

Ananus eeinonren no IT NG15292/01-010709 Him. 1-4.
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Oteercraennoe JTuuo
PRO. MED. CS Praha a.s.
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