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1. | ONMUCAHUE Kpyrnble aBoskosbinyknble TabneTku ¢ dackoit, nokpbl- | Kpyrnbie LBOAKOBbINyKNble TabneTkn ¢ dac-
Tble NNeHoYHon 060M0YKON PO30BOro UBeTa. KOW, NOKPbITbIE MNEHOYHOW 0BonoYKon po-
30BOro LBeTa.
2. | NOANMUHHOCTbL Y®-cnektpochoTomeTpust. YO-cnekTpsl  NOrAOLEHUS Y®-cnektpocoTomeTpus. Yd-cnekTpbl no-
UCMbITYEMOro U CTaHAapTHOro pacTBOPOB B 06NACTU OT | MOLUEHWS MUCMBITYEMOrO W CTaHAapPTHOro
250 a0 300 HM AOMKHBI UMETH MAKCUMYMbI MPU OAHUX M | PAacTBOPOB B ofnactu ot 250 4o 300 HMm
TeX e ANNHaX BOSH. MUMEIT MakCUMyMbl NMPU OAHUX U TeX e
ANUHAX BOMH.
BI3XX. Bpems yaepxuBaHUA OCHOBHOTO nMuka Ha xpo- | BOXKX Bpems yaepKuBaHUS OCHOBHOMO nu-
MaTorpamMmme UCnbITyeMoro pacTBopa AOSHKHO COOTBET- | ka Ha XpoMaTorpaMMe WCMbITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXUBaHUA NuUKa KNONWAOrpena | TBOpa COOTBETCTBYET BPEMEHW y/AepXuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTeopa (pasAen | HUA Nuka KIOMUAOrpena Ha xpomaTtorpamMmme
«KonuuectBeHHoe onpeaenexune»). CTaHfapTHOro pacrtsopa (pasaen «Konuue-
CTBEHHOE OnpeaenieHney).
3. | CPEOHAA MACCA e P®, 09®C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 Mr + 3,0 %). 256,47 wmr (+0,1%)
4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (100%)
Y®-cnektpocdoTomeTpus. 99%
He meHee 80 % (Q) OT 3a9BNEHHOrO KONUYECTBA KNONU- 98%
porpena yepes 30 MuH. 101%
101%
102%
102%
5. | POOCTBEHHbIE B3IXX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,08%
npumeckb C — He 6onee 1,5 %; 0,13%
€AWHUYHas HeuaeHTUUUMPOBaHHas Npumech — He 6o- 0,07%
nee 0,2 %;
CyMma npumecen — He 6onee 2,5 %. 0,23%
6. | BOOA re PO, 09C.1.2.3.0002.15, MmeToa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOJNIOTMYECKASA | M P®, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwwee uncno aapobHbIX MUKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 r (Mn);
O6Liee 4MCno APONOKEBLIX W NNECHEBLIX rPUBOB: He MeHee 10 KOEB 11
Gonee 10> KOE B 1 1 (Mn);
Escherichia coli: otcytcTBue B 1 1 (Mn). He o6HapyxeHo
8. | OOHOPOOHOCTb e PO, 0®C.1.4.2.0008.18, cnocob 1.
[NO3NPOBAHUA AV £ 15,0 % (n = 10), ecnu ycroeue He BLINOMHAETCS,
To AV £ 15,0 % (n = 30), u ansa 30/30 TabneTok konuye- AVi0=5,4%
CTBEHHOE COAEpXaHWe KIonuaorpena AOMKHO Haxo-
AnTbCA B uHTepsane 0,75-M — 1,25-M.
9. | KONMMWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,69 mr
OMPEOENEHUE A0 105,0 % ot 3asBNeHHOro KONMWYecTsa) B OAHOM Tab- (99,6%)
neTke.
10. | YNAKOBKA IMpu npouseodcmee, gacoske u/unu ynakoske Ha OO0 | IMpouseodcmeo, ¢pacoeka u yrnakoeka Ha
«MAKUN3-QAPMA»: 000 «MAKN3-©APMA»:
Mo 10 TabneTok B KOHTYpHylo sueiikoBylo ynakosky | Mo 10 TabneTok B KOHTYPHylo AYENKOBYIO
(6nucTep) M3 NNeHKU NONUBUHUNXIOPUAHONA U HOMLMA | ynakoBKY (6nuctep) n3 nnexku MBX/MBOX n
anioMUHWEBOR UNW B KOHTYPHYIO SYEVKOBYIO ynakoBKy | chonbru anoMUHUEBOIA.
(6nuctep) us nnerkn NBX/MBOX 1 cdonbru aniomMuHue-
BOW.
Mo 3 unn 6 KOHTYPHbIX AYEiiKOBbIX ynakoBok (6nucTe- | Mo 3 KOHTYPHBIX AYENKOBLIX YNaKoBOK (6nu-
poB) unu no 1 GaHke BMECTe C UHCTPYKUME NO NpUMe- | CTEPOB) BMeCTE C WHCTPyKUMen no npume-
HEHMIO B Na4Ky KapTOHHYH. HEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka MepeuyHas ynakoeka
Ha koHmypHoli syvelikosoll ynakoeke (6rucmepe) Ha | Ha  KoHmMypHOU  si4elikogoli yrnakoeke
PYCCKOM 53biKe yKa3blealom. TOProBoe HaumeHoBaHue | (6nucmepe) Ha PYCCKOM S3bIKe yKa3aHo:
npenaparta C npeAynpeauTeNnbHOW Mapkuposkoi ®, | ToproBoe HauMeHoBaHue npenapaTta  C
MEXAYHapOAHOE HenaTeHTOBaHHOE HaWMeHoBaHWe W | NpeaynpeAuTenbHOW  Mapkuposkon  ®,
AO3MPOBKY (Ha PYCCKOM U  aHIMWACKOM A3blkax), | MexayHapoaHoe HenaTeHToBaHHoe
neKkapcTBeHHyI0 (hOPMY, HaUMEHOBaHWE  TOBApHbI | HaMMEHOBaHWe W A03UPOBKa (Ha PYCCKOM U
3HaK _ (flaTWHUuelt) AepxaTens perucTpauuoHHOTO | aHIMWACKOM  A3blkax), JNlekapcTBeHHas
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YAOCTOBEPEHUA, HOMEpP Ccepun, AaTy NPOW3BOACTBA
(npn  dacoske Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYeHUs Cpoka
FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pycckoM Si3biKe yKka3blearom:
TOoprosoe HauMmeHoBaHue npenapara ¢
NPeAYNPEAUTENbHON Mapkuposkon ®, MexayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue, [,03UPOBKY,
apmakoTepaneBTUYECKyI0  rPynny, NeKapCTBEHHYK
dopmy 1 konuyecTBO TabneTok B  ynakoBke,
HauMeHoBaHWE M coAepxaHue  AeiiCTBYIOLLEro
BellecTBa B OAHOW TabneTke, YCNOBUS XpaHEHUS,
npeaynpeautensHele Hapnucu «CoaepXuT nakTosbl
MOHOTUAPAT», «XpaHUTb B HEAOCTYNMHOM ANA AeTen
MecTe», «Mepeg npUMEHeHNeM npenapara
O3HaKoOMbTeCh c npunaraemon NHCTPYKUMENY,
«lMpuHUMAaTL NO Ha3HaYEHMIO Bpayay, yCrosua oTnycka,
cnoco6 NPUMEHeHuUs, Haznuco «®» -
3aperucTpupoBaHHbIi  TOBApPHbIN  3HaK»,  HOMEep
CBUAETENbCTBa O perucTpauuM TOBAPHOrO 3HakKa,
Homep perncTpaumoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perncTpaunoHHoro
YAOCTOBEPEHWUS, €ro CTpaHy W TOBapHbIA 3HaK
(natuHuue), HaumeHoBaHWe U CTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKWU3-
®APMA» ykasblBalOT CTpaHy, ropod), LUTPUX-Koa,
HOMEep cepuu, AaTty nNpou3BOACTBa (NpW NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» aaTy npousBoaCTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa rOAHOCTY, LUTPUX-KOA
B dopmaTe DataMatrix, rnobanbHbIv
UAEHTNMDUKALMOHHBIA HOMEP TOProBOW eAWHUUbLI U
VHANBUAYANbHBIA CEPUIAHBIA HOMEP TOProBOMR €ANHULbI.

HornonHumensHo Ha emopu4HOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHenulicKOM Si3blKe  yKa3biearom:
TOProBoe HauMEHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHapoAHOE HEenaTeHTOBaHHOE HauMeHOoBaHue,
LO3UPOBKY, nEKapCcTBEHHY0 OPMYy M KONWUYECTBO
TabneTok B ynakoBke, Hagnuch «Antiaggregant».

¢hopma, HauMeHOBaHWE  TOBApHbIA 3HAK
(naTuHULeit) AepxaTensi perncTpaunoHHOro
YAOCTOBEpPEHUs, HOMEp cepuu, Aaarta
NCTEYEHUsi CpoKa roA4HOCTY.

BmopuyHas ynakoeka

Ha kapmoHHOU navke Ha pyccKoM s3bike
yKasaHo: Toproesoe HaumeHoBaHue
npenapara c npeaynpeauTenbHo
MapK1UpOBKOW ®, MeXzyHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue,
[,031pOBKa, thapmakoTepaneBTUyeckas
rpynna, nekapcTBeHHas dopma "
KonuyecTso  Tabnetok B ynakoBke,
HaumeHoBaHue " copepxaHue
AENCTBYIOLLErO  BELeCTBa B OAHOI
Tabnetke, ycnosus XpaHeHus,
npeaynpeautenbHble Hagnucn «Coaepxur
NakTo3bl  mMoHormapat», «XpaHuTb B
HEAOCTYNHOM AnsA paeTen mecte», «[lepep
NPUMEHEHNEM npenapaTa O3HAaKOMbTECH C
npunaraemon MHCTpykuuemn», «MpuHumaTh
Nno HasHa4YeHWo Bpayva», yCnoBuUs OTNycKa,

cnocob npumeHeHus, Hagnucb «®» -
3aperucTpupoBaHHbIN  TOBAPHLIA  3HAK»,
HOMEp CBMAETENbCTBA O perucTpauumm

TOBapHOro 3Haka, HoMep PerncTpaLmoHHOro
YAOCTOBEPEHMs, HaMMEHOBaHWe gepxartens
PEerucTpaunoHHOro  yAOCTOBEPEHUs, €ero
CTpaHa W TOBapHbIA 3HaK (NaTuHULen),
HauMeHoBaHue, cTpaHa W ropos upMbl-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP Cepuu,
AaTa UCTEYeHMs CpoKa FOAHOCTU, LUTPUX-
ko4 B hopmate DataMatrix, rnobanbHbiii
VAEHTUMUKALMOHHBIA  HOMEP  TOProBOiA
€AVHULUBI N WHAMBUAYaNbHbIA CEePUNHbIA
HOMEP TOProBOW €AUHULIbI.

HononHumensHo Ha emopuyHoil ynakoske
(Ha nayke KapmoHHOU) Ha aHenulickom
A3blKe yKa3aHO: TOProBOE HaWMEHOBaHwe
NleKapCTBEHHOro npenapara,
MeXAYyHapoAHoe HenaTeHToBaHHOE
HauMeHOoBaHue, J,03MPOBKa, NEKapCTBEHHas
¢hopma 1 konuyecTBo TabneTok B ynakoske,
Hagnuck «Antiaggregant».
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