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1. | ONUCAKUE

BuayaneHbiid. Kpyrnoie ABOAKOBLINYKNble TabneTkn ¢
thackoi, NOKpLITHIE MNEHOYHOW OBONOUKOA PO3OBOTO
useTa.

2. | NOANMHHOCTE

3. CPEOHAA MACCA

Kpyrnuie pABORKOBLINYKILIE TABneTkn ¢ qaac-_
KO, NOKPEITEIE NNSHONHOW OBenOMKOR po-
30BOrO UBETA.

Y®-cnektpochoToMeTpua.  YO-CNekTphl  NOrNOLWEHNA
UCNBITYEMOrO U CTAHAAPTHOrO pacTeopes B obnacty ot
250 no 300 HM J0MKHEI AMETE MAKCUMYMbl MPW OAHUX W
TeX e AIWHaX BOIH.

B3XX. Bpema yaepMBaHUA OCHOBHOMO NUKA Ha Xpo-
MaTOrpaMMe MCRLITYEMOrO PacTBOpa AQ/DKHO COOTBET-
CTBOBATH BPEMeHN YAEPHMBAHMA NMKa KIONWAOrpena
Ha XpOMaTOrpaMMe CTaHARPTHOrO pactaopa (pasaen
«KonnuecteeHHoe onpeaeneHner).

4. | PACTBOPEHUE

5. | POACTBEHHBIE
NPUMECH

| BaKX.

Y®-cnektpbl NOTAOWEHUA MCABITYEMOro W
CTaHAEPTHOTO pacTeopoe e obnacTty ot 250
40 300 HM UMEIOT MaKCUMYMbl NPU OAHUX I
TeX e ANVHAX BONH.

Bpema yaepKWBAHWA OCHOBHOMO NWKa Ha
XPOMaTOrpamMmMe  WCTBITYeMOro  pacTeopa
COOTBETCTEYET BPEMEHN YASPXWBAHWA NMUKa
KNONWAOIPENZ Ha XPOMAaTOrpamMme CTaH-
AapTHoro pacTeopa (pasaen «Konude-
CTBEHHOE ONPEAENEHNER ),

e Po, ODC.1.4.2.0009.15.

Ct 248,56 go 263,94 mr (256,25 mr £ 3,0 %)

ro Po, 09C.1.4.2.0014.15,

Y@ — cnekrpocoToMeTpHA.

He menee 80 % (Q) OT 3aABNSHHOMO KOAMUECTBA KINONU-
aorpena uepes 30 muHyT.

Mpumeck A — He Gonee 1,2 %;

npumeck C — He Gonee 1,5 %;

egnHnuHas HewaeHTuuuMpoBaHHan npumeck — He Go-
nee 0,2 %;

| cymma npumeceii — He Bonee 2.5 %.

6. | BOOA

7. | MUKPCEWONOrUYECKARA

YACTOTA

8. | OAHOPOOHOCTDL
AO3NPOBAHNA

255,75 mr i-0,2%)
{103%)
101%

103%

103%

103%

103%

104%

0.08%
He oBHapyxeHo
0.01%

0.09%

Id PP, OPC.1.2.3.0002.15, meToa K. ®uwepa.
He Gonee 7,0 %.

1,4%

re Pe, 0®C.1.2.4.0002.18, kateropua 3A.

O6wee yucno azpobHbIX MUKpOOpraHusMes - He Gonee
10°KOE & 1 1 (mn),

Ofee JYACNO APOXOKEBLIX # NNneckeBblx rpubos: He
Gonee 10° KOE B 1 r (mn);

_Escherichia coli: oTcyrcTene B 1 1 (mn).

ro Po, 0®C.1.4.2.0008.18, cnocob 1.
AV £ 15,0 % (n = 10), ecnv ycnoene He BLINONHAETCA,
T0 AV = 15,0 % (n = 30}, n Ans 30/30 TabneTok Konuye-
CTBEHHOE CcoAepHaHWe Knonwaorpena p»ormKHO Haxo-
AWTECA B WHTepBane 0,75-M - 1,25-M.

9, | KONMWYECTBEHHOE
ONPEAENEHWE

MeHee 20 KOEB 1T
MeHee 10KOEB 1T

He o6HapviKeHo

AVip=8,3%

BIX. Ot 71,25 ao 78,75 mr knonuaorpena (or 95,0 %
Lo 105,00 % OT 3aABNEHHOrC KONWYECTBA) B OAHOW Tad-
NeTke.

" 10. | YNAKOBKA

72,53 mr
(96,7%)

Mo 10 TabneTtok B KOHTYPHYID AYEHKOBYID YNaKoBky
{BnucTep) w3 NNeHKW NONMBUHWMXIIOPWAHOA U honbr1
AMOMUHWEBON UMW B KOHTYPHYID AYEWKOBYIO YNakOBKY
(6nuctep) na nnenkn MBX/MBAX n donern aniomuHie-
BOIA.

Mo 3 uny 6 KOHTYPHBIX AYEelKOBLIX ynakosok (Bnwcte-
poB) nnn no 1 GaHke BMECTE C MHCTPYKUMER MO npume-
HEHMIO B NaMxy KANTOHHYK.

11. | MAPKUPOBKA

Mo 10 TabneTek B KOHTYPHYID AYERKOBYIO
ynakoeky (Gnucrep) U3 nnesxku MBXMBOX n
¢ oNnern aNOMUHNEBOR.

Mo 3 KOHTYPHBIX AYEAKOBEIX YhakoBok (Bnu-
CTEpOE) BMECTE € WHCTPYKUMER no npume-
HEHWID & navey KaPTOHH}’!O.

fTepsuynas ynanoeKa

Ha xonmypHol svefikcsoli ynakoske (bnucmepe) Ha
PYCCKOM A3bIKe YKa3bigaloiml. TOprosoe HanMeHoBaHWe
npenapara ¢ NPERYNPEAWTENBHOR MAPKUPOBKOH ®,
MEXAYHAPOLHOE HENATEHTOBAHHOS HAWMEHOBaHWE W
AOBNPOBKY {(H@ PpYCCKOM W aHFAWACKOM  A3blKax),
NEKapCTBEHHYI0 POPMY, HAMMEHOBAHUE  TOBapHHIA
3HAK (naTMHULEW) JAepKaTens  perncTpauuoHHoro
YAOCTOBEPEHWA, HOMED CEpHW, BATY UCTEYEHWA Cpoka
FO4HOCTH.

flepesuyHan yrnaKoexa

Ha konmypHol  avelikosoli  yriakocexe
(brivcmepe) Ha pYcckoM A3biKe YKaszaHo:
TOProBOE HaUMeHOBaHue npenapata ¢
npesynpeaMTENGHON  MapkupoBkod @,
MEMZYHAPOAHOE HenaTeHTOBaHHOe
HEWMEHOBAHKE K A03WPOBKA (HA PYCCKOM W
AHrAMACKOM F3blkax), NEeKapcTBEHHAR
dopma, HaVMEHOBaHWME  TOBapHBIM 2HaK
{NaTUHULESRA) AepKaTena perncTpaLnoHHoro
YAOCTOBEpEHWA, HOMep cepuk, jaTa
MCTEMEHMA CPOKA MOAHOCTY.
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BmopuyHas ynaKoexa Bmopu4Han ynakoexa
Ha kapmoHHOUl Nauke Ha PYCCKOM A3biKe yKaspieaiont | Ha KapmoHHOU flauke Ha PYyCcCKOM A3ZbiKe
TOproece HanMeHoBaHWe npenapara ¢ | ywasano: TOproeoe HauMeHOBaKue
npegynpeAnTensHON Mapkuposkol ®, mexayHapogHoe | npenapara c . NpeaynpesuTenbHon
HENaTEHTOBaHHOE HaWMEHOBaHWe, AOINPOBKY, | MAPKUPOBKOIA ®, MENAYHRPOAHOE
thapMakoTepanesTUYECKYID TPyNny, NEeKapcTBeHHYI0 | HEenaTeHTOBaHHOE HaWMEeHOBaHue,
dopmy M KONMYECTED TalneTok B YNakoBKe, | AO3WPOBKA, thapmakcTepaneBTUNECKas
HaZWMeHOBaHWE W copepkaHve  AefCTBYIOWEro | pynna,  nekapcTeenHan  dopma w
EelllecTea B OfHOW TabReTKke, YCNOBMA XPaHeHWs, | KonuuecTBo  TabneTok B YNakoske,
npeaynpesnTencHbie Haanncn «COAEPXUT NaKTOSbl | HaWMeHOBaHWe n cogepmaHie
MOHOTMAPAT», «XpaHUTe & HeAOCTYNHOM Ans AETed | AEACTBYIOILEro  BEWEeCTRa B OJHON
mMecTen, «Mepep, NPUMEHEHNEM npenapara | TaGnevke, YCNOBUA XpPaHeHus,
O3HAKOMBTECH C  NpHNaraemol  WHCTPYKUMEW», | npeaynpeauTencHole Haanncu «Coaepxur

«MpUHAMATE NO HE3HAYEHMID BPaYva», YCNOBWA OTNYCKa,
cnocot NPUMEHEHWA, HaANnCE «B» -
3aPerNCTPUPOBAHHBIA  TOBapHblk  3HaK»,  HOMEp
CBUAETENECTBA O PErucTpauuM TOBApHOTO  3HAKa,
Homep PErucTPaLmMoHHOro Y1 OCTOREPEHUS,
HavmeHoBaHue Aepxarens PErMCTPaLMOHHOrC
YAOCTOBEPEHWA, €ro CTpaHy W TOBapHbii  3HaK
(naTuHuULe), HaMMEeHOBaHUe, CTPaHy W ropof upMbl-
NPOM3BOAUTENA, LUTPWUX-KOA, HOMEp Ccepvn, paty
WCTEYEHWS CpOKa TOAHOCTW, WTpux-kog B chopmarte
DataMatrix, rnoGancHelii WASHTUCMKALUMOHHBIR HOMED
TOProBOH eJVHWLEL W WHAMBWAYaNbHbIA CePUAHbIR
HOMEP TOProBOR eANHULE.

Hononnumensho Ha smopuqHoll ynakoexke (Ha nadvke
KapmouHoid) Ha aHenulickoMm S3biKe  yKasbisaron.
TOProBoS HaMMEeHoBaHWe NeKapcTBEHHOrO Npenapara,
MEXAYHapPOAHOE HENaTEHTOBEHHOE HauMeHOBaHue,
AOCMPOBKY, NEKaPCTBEHHYR (OopMYy W KONMMMecTso
TabneToK B yNakoBKke, HaanNuch «Antiaggregant».

NaKkTo3b  MOHOrMapaT», «XpaHwTe B
HELOCTYNHOM Ans aeTed mecte», «[epej
fPUMEHEHWEM NpEnapaTa OIHAKOMbTECH C
npunaraeMoil MHCTpYKUUEW», «TIpUHUMATE
No HaszHA4YEHWIO Bpadvay, yCNoBUA OTNYCKA,
cnocof npuMeHeHus, HaAnMck «®» -
3APErucTPUPOBAHHLIM  TOBApHBIA  3HAK»,
HOMEP CBUJeTensCcTBa O PperucTpaumn
TOBAPHOTO 3HAKA, HOMER PErnCTPaLMOHHOMD
YAOCTOBEPEHUS, HAMMEHOBAHNE flepxaTens
PErMCTRALUWOHHOTO  YAOCTOBEPEHUA, €ro
CTpaHa M TOBApHBIA 3HAK (NaTWUHWLIERA),
HAUMEHOBaHNe, CTpaHa W ropog upmb-
NIPOM3BOAWTENA, LUTPUX-KOL, HOMEP Cepui,
8T8 MCTEYMEHWA CPOKA FOAHOCTH, LUTPMX-
kog B chopmare DataMatrix, rnoBaneHbl
WAESHTWOUKALMOHHEIA  HOMEp  TOProeon
€AWHNLEI W MHAKBUAYANEHBIA CepWiHBIR
HOMEP TOProBol &4 MHULLLL.

HoenonnumeniHo Ha emopuuroil ynakoske
(Ha nauke kapmowuHOU) Ha aHarulicKOM
A3LIKE YK83aHO: TOProBOE HawMEHOBaHWe
NeKapcTREHHOro npenaparta,
MeXAyHapoaHoe HenaTEHTOBaHHOE
HaUMeHOBaHVe, AO3MPOBKA, NeKapCTBEHHAA
bopma U KonWuecTso TabneTok B ynakoeke,
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