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1. | ONUCAHUE

BusyanbHbifi. Kpyrnble ABOAKOBbINYKNbIE Tabnetkum ¢
chackol, NOKpeITble NAEHOYHOW 06O0NOYKOI PO30BOrO
useTa.

Kpyrnete gsoskoBbinykrbie Tabnetku ¢ dac-
KOW, NOKPbITEIE NMIEHOYHON OBONOUKOW po-
30BOrO LBETA.

2. | NOANMMHHOCTD

Y®-cnekrpotoTomeTpusa. YO-cnekTpbl nOrMOLWEHUA
MCMBITYEMOO M CTaHAAPTHOrO pacTBopoB 8 06nactu ot
250 po 300 HM pOMKHbI MMETb MAKCUMYMbI NPU OAHUX K
TEX e ANTMHAX BOSTH.

B3XX. Bpemsa yaepkvmBaHUA OCHOBHOrO AKKA Ha XpO-
maTtorpaMMe UCRLITYEMOro pacTsopa AOMKHO COOTBET-
CTBOBaTb BPEMEHU YAEPXKWBAHMA NKUKA Knonuaorpena
Ha XpomaTtorpamMme CTaHAapTHOro pacTBopa (pasgen
«KonnuecteeHHoe onpeaeneHuer).

Y®-cnekTpbl MOFMOLUEHUST UCNLITYEMOrO M
CTaHAapTHOro pacTsopoB B obnactn ot 250
80 300 HM UMEIOT MaKCUMYMbI MPU OfHUX W
Tex e ANuHax BOMH.

Bpemsa yaepXuBaHMA OCHOBHOrO NWKa Ha
XpOMaTorpamme  UCMbITYEMOro  pacTeBopa
COOTBETCTBYET BPEMEHU YAEPXKUBAHUA NUKa
KOnNKUAOrpeNna Ha XpomarorpaMme CTaH-
AapTHOro pacteopa (pasgen «Konuue-
CTBEHHOE Onpe/eneHue»).

CPEOHAA MACCA T PO, 09C.1.4.2.0009.15.
Ot 248,56 80 263,94 mr (256,25 mr + 3,0 %). 258,95 mr (+1,1%)
4. | PACTBOPEHUE e PO, 0©C.1.4.2.0014.15, (96%)
Y® - cnexTpochoTomMeTpmA. 95%
He meHee 80 % (Q) OT 3aABNEHHOrO KONUYECTBA KIONKU- 96%
porpena yepes 30 MUHyT. 95%
96%
94%
97%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,10%
npumeck C — He 6onee 1,5 %; He o6HapyxeHo
€AVHUYHAsA HengeHTuyUpoBaHHas npumech — He 6o- 0,06%
nee 0,2 %,;
cymma npumecein — He 6onee 2,5 %. 0,19%
6. | BOOA F® P®, 09C.1.2.3.0002.15, meTog K. duwepa.
He 6onee 7,0 %. 1,5%

7. | MUKPOBUONOIMMMYECKASA
YUCTOTA

o PO, 09C.1.2.4.0002.18, kaTeropusa 3A.

O6Lwee uncno aspoGHbIX MUKPOOPraHN3MoB - He Gonee
10° KOE B 1 r (Mn);

O6Wee 4ucno APOXNOKEBBIX U NNECHEeBbIX rpuboe: He
Gonee 10° KOE B 1 1 (mn);

MeHee 20 KOEB 1T

Menee 10 KOEB 1T

Escherichia coli: otcytctBue B 1 r (mn). He oGHapyxeHo
8. | OAHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
JO3WPOBAHUA AV £ 15,0 % (n = 10), ecnu ycrnosne He BLINOMHAETCA,
70 AV £ 15,0 % (n = 30), u ans 30/30 TabneTok kKonu4e- AVio=8,9%
CTBEHHOE COAEpPXKaHWe KNonuaorpena AOMKHO Haxo-
AnTbCA B MHTepsane 0,75-M—1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 71,58 mr
OMNPENENEHWE Ao 105,0 % OT 3anBreHHOro Konu4ecTea) B 0AHON Tab- (95,4%)

NeTKe.

10. | YNAKOBKA

Mo 10 TabneTok B KOHTYPHYIO AYEMKOBYIO YNaKoBKY
(6nincrep) U3 NNEHKU NONUBUHUAXNOPUAHON U HOMbrn
anioMWHNEBOW WUNIN B KOHTYPHYIO SYEMKOBYIO YMNAKOBKY
(bnuctep) n3 nnexkn MNBX/MBAOX u donbrr anomuHne-
BOMN.

Mo 3 unn 6 KOHTYPHBIX AYENKOBLIX YNakoBOK (Gnucre-
poB) unn no 1 6aHke BMeCTe C UHCTPYKUUEH no npume-
HEHMIO B NAYKy KAPTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO SA4EKOBYIO
ynakosky (6nuctep) n3 nnexkn NMBX/MBOX n
Donbrv anioM1UHNEBON.

Mo 3 KOHTYPHBIX AYENKOBBLIX YNaKoBOK (6nn-
CTEPOB) BMECTE C WHCTPYKUMERA no npume-
HEHUIO B Na4Ky KAPTOHHYIO.

11. | MAPKUPOBKA

MepsuyHas ynakoska

Ha xoHmypHol svelikosoll ynakoeke (bnucmepe) Ha
PYCCKOM $A3bIKE yKa3blgalom: TOProBoe HaumeHoBaHue
npenapata ¢ nNpeaAynpeaAuTeENnbHON Mapkumposkol ®,
MEXAYHAPOLHOE HENnaTeHTOBAaHHOE HAUMEHOBAHWE 1
LO3NPOBKY (Ha pPYCCKOM U  aHIMUACKOM  A3blKax),
neKkapcTBeHHyl0 HOpMy, HaWMEHOBaHME  TOBAPHbLIN
3HaK (flaTMHUUEn) AepxaTens  perucTpauinoHHOro
YAOCTOBEPEHUA, HOMEP Cepuu, AaTy UCTEYeHMs cpoka
FOAHOCTH.

lMepesuyHas ynaKkoexa

Ha konmyprHoli sdelikosoli  ynakoske
(6nucmepe) Ha pYCCKOM S3bIKE YKa3aHo:
TOProBOE HaMMeHOBaHWe npenapata ¢
npeaynpeauTenbHoOil  MapkupoBkolh  ®,
MeXxayHapoaHoe HenaTeHTOBaHHOE
HaMMeHoBaHe U A03MPOBKA (Ha PYCCKOM M
aHMUIACKOM  A3blkax),  JIEKapCTBEHHaA
dopma, HaMMEHOBaHWEe  TOBAPHbLIA 3HaK
(natuHuUuen) gepxatena perncTpaumuoHHOro
YAOCTOBEPEHUs, HOMEep cepun, jarta
MCTEUYEHUS CPoKa roAHOCTU.
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Bmopu4Has ynakoska

Ha kapmorHoil nayke Ha PYCCKOM SisbiKe yKasbieaiom:
TOProBoe HauMeHoBaHWe npenapara c
npeaynpeauTenbHoi mMapkuposkoil ®, mexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue, A 03NPOBKY,
thapmakoTepaneBTUYECKyl0  rpynny, neKkapcTBEHHYO
cdopmy u  konmyectso TabneTok B  ynakoBke,
HauMeHoBaHWe W COAEepXaHue  AeWcTByloLero
BellecTBa B OAHOW TabneTtke, ycnoBua XxpaHeHus,
npeaynpeautenibHble Hagnucn «CopaepXuT nakTosbl
MOHOMMAPAT», «XpPaHUTb B HEAOCTYMHOM AnA jeTel
MecTey, «Mepea NpUMEHEHUEM npenapata
0O3HaKOMbTECH c npunaraemoi NHCTPYKUUEn»,
«MpnHUMATL NO HA3HAYEHWIO Bpayay», yCnoBua OTNYCKa,
cnocob NPUMEHEHUS, Hapncb «®» -
3aPErnCTPUPOBAHHBIA  TOBApHBIA  3HAK»,  HOMEp
CBUAETENbCTBA O perucTpauun TOBApPHOrO 3HakKa,
HoMeEp pPerucTpaLuoHHoro YAOCTOBEPEHUSA,
HaumeHOoBaHne Aepxarens perucTpaLmoHHoro
YAOCTOBEPEHUA, €ro CcTpaHy M TOBapHbIA 3HaK
(naTuHULei), HauMeHOBaHWe, CTpaHy 1 ropos (PuUpmMbI-
Npon3BOAUTENA, LUTPUX-KOA, HOMEpP cepuu, paTy
WCTEUEHNs CPOKa FOAHOCTW, LWTPUX-KOA B chopmaTte
DataMatrix, rnobanbHbll MASHTUDUKALMOHHBLIN HOMEP
TOProBO/ EAVHALEI U  WHAMBUAYaNbHBIA CEepUAHBLIA
HOMEp TOProBOA €4NHULIbI.

HononHumensHo Ha emopu4HOll ynakoeke (Ha nauyxke
KapmoHHOU) Ha aHanulickoM $13biKe yKasbiealom:
TOProBoe HauMeHOBaHWE NEeKapCTBEHHOro npenapara,
MEXAYHapPOAHOE HEnaTeHTOBaHHOE HauMeHoBaHue,
AO3NPOBKY, NEKAPCTBEHHYIO OpPMYy W  KONMUYECTBO
TabneTok B ynakoske, Hagnucb «Antiaggregant».

BmopuyHas ynakoeka

Ha xapmoHHOU nayke Ha PyCCKOM Si3biKe
yKa3aHo: Toprosoe HaumMeHoBaHve
npenaparta c npeaynpeauTenbHON
MapKUpOBKO#A ®, MeXxayHapoaHoe
HenaTeHToBaHHOe HauMEeHOBaHWe,
A O3NpoBKa, chapmakoTepanesTMIeckasn

rpynna,  nekapcTeeHHas  copma M
KonnyecTBo  TabneTok B ynakoBske,

HavuMeHoBaHne " coaepxaHue
JelicTByloWero  Belwectea B  OfHOM
TabneTke, ycnosus XpaHeHus,

npeaynpeautencHble Hagnucu «Coaepxut
nakrosel  MoHormapaTt», «XpaHuTb B
HEe[OCTYNHOM ANSs AeTel mecTe», «[lepes
NpUMEHEHWEM npenapaTa 03HaKOMbTECH C
npunaraemolri MHCTpykumein», «MMpuHumarb
N0 Ha3Ha4eHWio Bpavay, yCnoBuA OTNycCkKa,
cnocol npumeHeHus, Hagnucb «®» -
3aperycTpUpPoBaHHbI  TOBapHbI  3HAKY,
HOMEp CBUAETENbCTBA O perucrpauumn
TOBAPHOrO 3HaKa, HOMEP PEFMCTPaLoHHOro
YAOCTOBEPEHMA, HauMeHOBaHUe AepXKaTens
PErMCTPALMOHHOIO  YAOCTOBEPEHWA, €ro
CTpaHa W TOBAPHbI 3HAK (NaTUHWULEN),
HauMeHOBaHWe, cTpaHa W ropoj MpMbI-
NPOU3BOAMTENS, LUTPUX-KOA, HOMEP cepuu, .
faTta NCTEYEHWA CPOKa TFOZHOCTU, LLUTPUX-
kog B copmare DataMatrix, rno6anbHbiit
WAEHTUMDUKALIMOHHEIN  HOMEpP  TOProBOW
efVHNUL Y WHAUBUAYANbHBIN CEPUAHBIN
HOMEP TOProBON eAUHULBI.

HononnumernsHO Ha emopuyHol ynakoexe
(Ha na4yke KapmoHHOI) Ha aHanulickom
SA3bIKE@ YKa3aHO. TOProBOE HavuMmeHoBaHue
JlekapcTBeHHOro npenapara,
MeXayHapoaHoe - HenaTeHToBaHHOe
HauMeHOBaHue, AO3UPOBKA, NEKapCTBeHHas
chopma 1 konu4ecTso TabneTok B ynakoske,
Hagnucs «Antiaggregant».

12. | CPOKTrogHOCTHU 2roga
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