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n';lﬁ H?_'V::'(:::_I_Be?;"e Tpebosanua HO PesynbTatkl aHanusa
1. | ONMUCAHUE BusyanbHbii. Kpyrnble aBoskoBbinyknble Tabnetkn ¢ | Kpyrnble aBoskoBbInykibie Tabnetku ¢ gac-
thackol, NOKPLITEIE NNEHOYHOW OBGONOYKOW PO3OBOTO | KOW, MOKPBITHIE NEHOYHOW OBONOYKOR po-
uBeTa. 30BOTO LBeTA.
2. | NIOANMMHHOCTDL Y®-cnekrpodoToMeTpusi. YP-CnekTpbl MOrMOWEHNst | YO-CekTpbl MNOFAOLEHUS WUCALITYEMOro W

MCMNBLITYEMOro U CTaHAAPTHOFO PacTBOpOB B obnactn ot
250 a0 300 HM AOMXHBI UMETH MaKCUMyMbl NPU OJHUX K
TeX Xe ANvHax BOMH.

B3XX. Bpems yjaepxusaHus OCHOBHOMO MUKa Ha Xpo-
maTorpaMme WCNBITYEMOrO pacTBopa AOMKHO COOTBET-
CTBOBaTb BPEMEHN YAEPXWBAHMA NKUKa Kknonuaorpena
Ha XpomaTorpaMme CTaHAapTHOro pacteopa (pasaen
«KonuyecrseHHoe onpejeneHne»).

CTaHAApPTHOrO pacTsopos B obnactu ot 250
80 300 HM UMEIOT MaKCUMYMBI NPU OAHUX U
Tex Xe ANUHAX BOIH.

Bpems yaepKuMBaHMA OCHOBHOrO Nuka Ha
XpomarorpaMmMe UCNbLITYEMOro pacTeopa
COOTBETCTBYET BPEMEHU YAEPKUBAHUA NUKa
Knonuaorpena Ha XpoOMaTorpaMMme CraH-
papTtHoro pacteopa (pasgen «Konuue-
CTBEHHOE ONpeAeneHney).

CPEOHAA MACCA F® PP, 09C.1.4.2.0009.15.
Ot 248,56 80 263,94 mr (256,25 mr £ 3,0 %). 259,37 mr (+1,2%)
4. | PACTBOPEHUE re PO, 09C.1.4.2.0014.15, (97%)
Y® ~ cnekrpodroTomMeTpms. 97%
He menee 80 % (Q) oT 3aABneHHOro konuyecTsa Knonm- 96%
porpena vyepes 30 MUHYT. 97%
95%
97%
102%
" 5. | POOCTBEHHbIE B3IXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,11%
npumecst C — He Gonee 1,5 %; He oGHapyxeHo
€AUHNYHaSA HeuAeHTUULNPOBaHHAA NpUMeEck — He 60o- 0,04%
nee 0,2 %;
cymMma npumecen — He Gonee 2,5 %. 0,18%
6. | BOOA re PO, 09C.1.2.3.0002.15, meTon K. duwepa.
He Gonee 7,0 %. 1,5%
7. | MUKPOBUOJIOMMYECKAA | M P®, ODC.1.2.4.0002.18, kateropus 3A.
YUCTOTA O6Luee 4ncno aspobHbIX MUKPOOPraHu3moB - He Gonee Menee 20 KOEB 1T

10° KOE B 1 r (Mn);
Obliee 4MCNO APOMOKEBBIX W MrecHeBbIX rpubos: He
Gonee 10° KOE B 1 1 (mn);

Menee 10 KOEB 1

Escherichia coli: otcytcteue B 1 1 (mn). He o6HapyxeHo
8. | OQHOPOOHOCTbL F® PO, 09C.1.4.2.0008.18, cnocob 1.
AO3UPOBARUSA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCH,
To AV £ 15,0 % (n = 30), u aAns 30/30 TabneTok konuue- AVio=8,1%
CTBEHHOE COAEPXKaKWe KNonuaorperia AOMKHO Haxo-
auTbcA B nHTepeane 0,75-M — 1,25-M.
9. | KONMUYECTBEHHOE B3XKX. OT1 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 72,09 mr
ONPEQOENEHUE B0 105,0 % OT 3asBNEHHOIO KONWYecTBa) B OAHOI Tab- (96,1%)
neTke.
10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHY sdveikoBylo ynakoBky | Mo 10 TabneTtok.B KOHTYPHYIO SYeiKOBYIO

(GnucTep) U3 NNeHKU NOMUBMHUIXIIOPUAHOR U HOMbrn
aNOMUHNEBOW MNKU B KOHTYPHYIO AYEWKOBYIO YnakosKy
(6nuctep) s nnexkn MNBX/TBAOX v donbru anoMmuHne-
BOW.

Mo 3 unu 6 KOHTYPHBIX AYEWKOBbLIX ynakoBok (6nucte-
poB) unun no 1 6aHke BMECTe C MHCTPYKLMER no npume-
HEHUIO B MAYKY KAPTOHHYIO.

ynakosky (6nuctep) n3 nnerkn NBX/NBAX n
honbrn-anioMmHNeBoH.

Mo 3 KOHTYpPHBIX AYElKOBbIX ynakoBok (6nu-
CTEpOB) BMECTE C MHCTPYKUMER No npume-
HEHWIO B NaYKy KapTOHHYIO.

11. | MAPKUPOBKA Mepau4Has ynakoeka

Ha konmypHol suelikosoil ynakoeke (brucmepe) Ha
PYCCKOM I3bIKE YKa3bleaiom: TOprosoe HaumeHoBaHwue
npenapata ¢ npepaynpeauTesicHOR MapkupoBkon ®,
MEXAYHAPOAHOE HenaTeHTOBaHHOE HaWMEHOBaHWE 1
JO3NPOBKY (HA PYCCKOM WM aHIMIMACKOM  A3blKaXx),
INeKapCTBEHHYIO (POPMY, HaUMEHOBAHWE  TOBAPHBLINA
3HaK (naTuRMUen) AepxaTens  PerncTpPaLnoHHOro
YAOCTOBEPEHNS, HOMEpP Cepumn, AaTy WCTEYEHMs cpoka
rOAHOCTM.

lMepeuy4Has ynaxkoeka

Ha koHmypHOU  sqdelikosoll  yriakoeke
(bnucmepe) Ha pYCCKOM S3biKe YyKa3aHo:
TOProBo€ HauMeHoBaHWe npenapara ¢
npeaynpeauTenbHOW  MapkMpoBkoi  ®,
MEXAYHapPOAHOE HEeNnaTeHTOBaHHOe
HauMeHOBaHWe U A03UPOBKA (Ha PyCCKOM U
aHrNWIACKOM  A3bIKAX),  JIeKapCTBEHHasA
¢opma, HauMeHOBaHuMEe TOBapHLI 3HaK
(naTnHULEen) aepxaTenn perucTpaunoHHoOro
YAOCTOBEPEHWS, HOMep cepun, jaTa
MCTEUEHNA CPOKa TOAHOCTH.
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Ne HaumeHoBaHue
nin noxasarens TpeboBanua HA, PesynbTaThi aHanusa
BmopuyHas ynakoeka BmopusyHas ynakoska
Ha kapmoHHO{i nayke Ha PyCcCKOM s3bike ykasbigaiom: | Ha KapmoHHOU navyke Ha PYyCCKOM $513biKe
TOproeoe HaumeHoBaHune npenapara [+ YyKasaHo. TOProeoe HaumeHoBaHue
npeaynpeauTenbHol mMapkuposkoi ®, MexayHapoaHoe | npenapara c npeaynpeauTensHon
HenaTexHToBaHHOe HanmeHoBaHue, AO3NPOBKY, MapKI/IpOBKOﬁ ®, MeXxJiyHapoaHoe
CbapMaKOTepal'leBTVNECKyIO rpynny, nNeKapCTBeHHYIo HenaTeHToBaHHOe HaumeHoBaHue,
cdopMy W KonuyecTBO Tabnetok B  ynakoBke, | A03MPOBKa, thapmakoTepanesTudeckas
HAMMEHOBAHME M CcOAepxaHune  AeiCcTBYIOLLEro | rpynna, nexapcTBeHHas thopma "
Bewecrsa B OAHOVI TaGHETKe, ycnosua XpaHeHus, KkonudyecTeo Tabnetok B ynakoBke,
npeaynpeauresibHele Haanucun «Cop.epmm- JaKTO3bl HanMmeHoBaHWe ] coaepxaHne
MOHOTUAPAaTY, «Xpaan'b B HepoCTynHOM Ansa p,e're|7| .qeﬁcnayiomero BelwecTsa B O.CI.HOI7I
MecTey, «I'Iepep, npuMeHernem npenapara Ta6neTKe, ycnosusa XpaHeHuA,
O3HaKOMbTECL € Mpunaraemoit MHCTPYKUMEl», | npeaynpeauTenbHele Hagnucn «CoaepxuT

«lMpuHUMaTL NO Ha3Ha4YeHuIo Bpaya», yCRoBmA OTNYCKa,
cnocob NPUMEHEHNS, Hapnuch «®» -
32pErucTpUpOBaHHbIA  TOBapHBIW  3HAK»,  HOMEp
CBUAETENBLCTBA O PErMCTPaLuM TOBAPHOIO 3Haka,
Homep perncTpauuoHHoro YAOCTOBEPEHUA,
HaumeHoBaKne Aepxarens perncTpawuMoHHoro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbIN  3HaK
(naTuhvLen), HaMEHOBaHWe, CTPaHy U ropos UpMbl-
NPON3BOAUTENS, LUTPUX-KOA, HOMEp cepun, paTy
MCTEYEHNS CPOKa FOAHOCTW, LITpUX-koh B dhopmare
DataMatrix, rnobanbHblll MAGHTUDUKALMOHHLIA HOMEp
TOProBOiA eAUHNLUbLI W WHAWBUAYANbHBIA CEPUNAHBINA
HOMEDP TOProBON €4MHULbI.

HononHumensHo Ha emMOpPUYHOLl ynakoske (Ha naqke
KapmoHHOU) Ha aHanulcKoM A3blKe yKasblearom:
TOproBoe HauMeHoBaHWe NEeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HEenaTeHTOBaHHOEe HauMEHOBaHue,
AO3MPOBKY, feKapCTBEHHYI0 hOpPMY M  KOMUYECTBO
TabneTok B ynakoske, Hagnmck «Antiaggregant».

NakTo3bl  MOHOrMApaT», «XpaHuTe B
HEeAOCTYNHOM Ans aeTei mecTe», «[lepeg
NpUMEHEHWEM MNpenapaTa O3HAaKOMbTECH C
npunaraemoi  MHCTpyKumen», «MpuHumaTh
IO HA3HAYEHWI0 Bpaua», YCMOBUs OTMYCKa,
cnoco6 npumeHeHus, Hagnuck «®» -
3apPErNCTPUPOBaHHLI  TOBApHBIA  3HAKY»,
HOMEp CBUAETENbCTBA O pPerucTpaumu
TOBAPHOrO 3HaKa, HOMEp PerncTpaunoHHoro
YAOCTOBEPEHUSA, HAMMEHOBaHWE AepxaTens
PErucTPauUMOHHOrO  YAOCTOBEPEHUS, €ero
CTpaHa W TOBapPHbLIA 3HaK (naTuHuuen),
HaUMEHOBaHWe, cTpaHa W ropos pupmb-
NPON3BOAUTENS, LUTPUX-KOA, HOMEP cepuu,
jaTta ucTedeHWs cpoka FOAHOCTH, LUTPUX-
xop B ¢hopmate DataMatrix, rnobaneHbiin
WAEHTUUKALUWOHHBLIN ~ HOMEpP  TOproBoOM
eAUHULB! U WHAMBMAYANbHBLIN  CePUIHBINA
HOMEpP TOProBON €AMHMLbI.

HononHumensHo Ha emopuyvHOU yrakoske
(Ha nayke KapmoHHOU) Ha aHanulickoMm
A3bIKe yKas3aHO: TOPropoe HaumeHoBaHue
TNIEKaPCTBEHHOTO npenapara,
MeXAyHapogHoe HenaTeHTOBaHHOE
HanmeHoBaHWe, A03MPOBKa, NeKapCcTBEHHAA
hopma 1 KonuuecTso TabneTok B ynakoske,
Haanuck «Antiaggregant».
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