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MAKUN3DAPMA
:‘:g#f;'g&é“m Mnarpun® TabneTku, NOKPbITbIE NAIEHOYHOU 060N0YKOi, 75 Mr
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Ten: (495) se100ss | TIPOVISBEQEHO: 000 «MAKM3-®APMA»
AHANN3 MNO: nnN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: MNpu TemnepaType He Bbilue 25 °C.
Ne HaumeHoBaHue
nin noka3aTens Tpe6osanus H PesynbTatbl aHanu3a
1. | ONUCAHUE BusyaneHeii. Kpyrnble aBoskosbinyknble Tabnetkn ¢ | Kpyrnble asoskosbinyknbie Tabnetku ¢ dac-
thackoii, NoKpbITEIE NNEHOYHON OBONOYKOW PO3OBOrO | KOW, MOKPLITHIE MAEHOYHONW OBONMOuKON po-
uBeTa. 30BOro LBeTa.
2. | NOANMMHHOCTbL Y®-cnextpochoTomeTpun. YO-cnekTpbl nornolleHns | Yd-cnektpodoToMeTpus. YO-cnekTphl no-
UCNBITYEMOro 1 CTaHAapTHOTO pacTBOPOoB B 06NAcTM OT | FMOWEHWUs] UCTILITYEMOTO U CTaHAAPTHOrO
250 po 300 HM AOMKHBE! UMETb MakCUMyMbl NPY OAHMX U | pacTBopoB B obnacT oT 250 Ao 300 Hm
TeX e ANVHAX BOMH. MMEIOT MaKCMMYyMB! MPU OfHUX N TeX Xe
ANKHaX BOAH.
B3XX. Bpems yaepXvBaHUA OCHOBHOro nuka Ha xpo- | BIXKX Bpems yaepxusaHus OCHOBHOIO nw-
MarTorpamMmme MCRbLITYEMOro pacTeopa AO/KHO COOTBET- | ka Ha XpOMaTorpamMme WUCMLITYeMOro pac-
CTBOBaTb BPEMEHN YAEPXUBAHWA NuKa KNonujorpena | TBopa COOTBETCTBYET BPEMEHW yaepXuBa-
Ha xpomaTorpamme CTaHAapTHOro pacTBopa (pasfen | HUA Nuka KIONMAOrPesia Ha XpomaTorpamme
«KonuyectseHHoe onpegenexue). cTaHaapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE onpeaeneHue).
3. | CPEOHAA MACCA e P®, 00C.1.4.2.0009.15.
Ort 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 257,99 mr (+0,7%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (102%)
Y®-cnektpocdoToMeTpus. 103%
He meHee 80 % (Q) oT 3asBNEHHOro KonuYecTea Knonu- 104%
aorpena yepes 30 muH. 103%
101%
101%
102%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Flpumeck A — He Gonee 1,2 %; 0,03%
npumechb C — He Gonee 1,5 %; 0,56%
eAVHUYHas HeuaeHTMpULMpoBaHHan NpumMeck — He Go- 0,05%
nee 0,2 %,;
cymma npumecei — He 6onee 2,5 %. 0,64%
6. | BOOA re PO, 09C.1.2.3.0002.15, meTop K. Puwepa.
He 6onee 7,0 %. 1,2%
7. | MUKPOBUOTONMYECKAA | IN'd PO, OPC.1.2.4.0002.18, kateropusi 3A.
UUCTOTA O6wee yucno aspobHbIX MUKPOOPraHU3MORB - He Gonee Menee 20 KOEB 1T
10°KOE B 1 r (Mn);
Obliee 4NCNO JPONOKEBLIX W NNECHEBLIX rPuGOB. He Meree 10 KOE B 11
6onee 10> KOE B 1 1 (mn);
Escherichia coli: otcyTctue B 1 1 (Mn). He o6Hapy#eHo
8. | OOQHOPOAOHOCTb Fo P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUSA AV < 15,0 % (n = 10), ecnu ycnosue He BLINOMHAETCS, ,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TaGneTok konuue- AVi6=2,3%
CTBEHHOE COAEPKaHWe KIONUAOTpena [OSKHO Haxo-
AvTbCA B uHTepsane 0,75-M - 1,25-M.
9. | KONMMIMMECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 74,41 mr
OMPERENEHUE 40 105,0 % ot 3asBneHHoOro KonuyecTsa) B O4HOM Ta6- (99,2%)
neTke.
10. | YNAKOBKA lpu npoussodcmse, hacoske u/unu ynakoske Ha OO0 | lNMpou3eodcmeo, pacoeka U ynakoska Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTtok B KOHTYpHYIO AuelikoBylo ynakoeky | Mo 10 TaGneTok B KOHTYPHYIO SUEKOBYIO
(GnucTep) n3 nnexkn nonuBMHWIXNOPUAHON M donbru | ynakosky (Bnuctep) ua nneHku MBX/MBOX u
anioMUHNEBOW WNK B KOHTYPHYIO SIYENKOBYIO YRaKOBKY | (honbri antoMUHUEBOIA.
(6nucrep) s nneHkn NBX/MNBOX u donbr aniomuHne-
BOWA.
Mo 3 unu 6 KOHTYPHBLIX AYENKOBBIX YNakoBoK (6nucTe- | Mo 3 KOHTYPHBIX AYEHKOBLIX YNaKkoBOK (65n-
poB) unu no 1 6aHke BMECTE C UHCTPYKUMEH NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUUEH no npuve-
HEHWIO B NaJKy KAPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA Mepeuynas ynakoska NMepeuyHas ynakoeka
Ha konmyproli suelikosoli ynakoeke (6nucmepe) Ha | Ha  koHmypHol  smelikogoll  ynakoske
PYCCKOM A3bIKe yKasblearom: TOproBoe HaumeHosaHwe | (6rucmepe) Ha PYCCKOM $3bIKE YKa3aHO:
npenapata C npeaynpeanTensHoN Mapkupoeko# ®, | Toprosoe HaumeHoBaHWe npenapata c
MEXAYHAPOAHOE HEenaTeHTOBaHHOE HaMMEHOBAaHUE W | NpepynpeavuTeribHOW  Mapkuposkoih  ®,
AO3NPOBKY (Ha pyccKOM U aHFNMIACKOM A3bikax), | MeXAYHapogHoe HenaTeHToBaHHOe
NeKkapcTBEeHHYI0 (hOPMY, HAWMEHOBaHWE  TOBapHLIN | HauMeHOBaHWE U A03UPOBKA (Ha PYCCKOM W
3HaK  (fiaTMHUUeR) JepKaTens PerucTPauMoOHHOMO | aHIMNMACKOM  sisblkax),  NeKapcTeeHHas
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YAOCTOBEPEHUA, HOMEp cepun, AaTy NPOU3BOACTBA
(npu  dhacoske Ha OO0 <«MAKU3-GAPMA» paty
fPON3BOACTBA HE HAHOCAT), BaTy MCTEYEHWUs Cpoka
roAHOCTH.

BmopuyHasi ynakoeka
Ha kapmounHoi nayke Ha pycCKOM si3biKe yKasbleaiom:
Toprosoe HaumeHoBaHue npenapara c

npeaynpeauTensHOR MapKupoBKO ®, MexayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue, A,03MPOBKY,
thapmakoTepaneBTUYECKYID TPYNNy, NEeKapCTBEHHYIO
¢dopMy ©n  konuuecTBO TabneTok B  ynakoske,
HaumeHoBaHWe U COAEepXaHue  AelcTByloLlero
BelecTsa B OAHON TabneTke, YCNOBWUS XpaHEHWs,
npeaynpeantensHele Hapnucu «CoOpRepXuT NakTosbl
MOHOTUAPaT», «XpaHuTb B HEAOCTYNHOM ANA AeTen
MecTe», «Mepea NpUMEHEHNEM npenapara
O3HaKOMbTECb €  MPUNaraemMoit  UHCTPYKUMEN»,
«MpuHVMaTL MO HA3HAYEHNIO BPaUay, YCMOBUS OTMYCKa,
cnocob NPUMEHEeHNA, Hapnucy «®» -
3aperucTpUpoBaHHbIiAi  TOBapHbIE  3HaK»,  Homep
cBuieTensCcTBa O perucTpauuu  TOBapHOrO  3HaKa,
Homep perucTpaunoHHOro YAOCTOBEpPEHUS,
HauMeHOBaHue aepxarens perncTpaLuoHHoro
YAOCTOBEPEHMA, €ro Crpady ¥ TOBapHbIt 3HaK
(naTUHULUEN), HauMeHoBaHWe W CTpaHy puUpMbIl-
npouseoautens (npu npoussoactee Ha 000 «MAKU3-
DAPMA» ykasbiBaloT CTpaHy, TOPOA), LUTPUX-KOA,
HOMep cepun, AaTy NpPoM3BOACTBa (NPV NPOM3BOACTEE
Ha OO0 «MAKU3-®APMA» paTy NpousBOACTBA He
HaHOCAT), ATy UCTEYEHUSI CPOKA TOAHOCTH, LUTPUX-KOZ,
B thopmare DataMatrix, rnoGanbsHbId
WAEHTU(PUKALMOHHLIA HOMEP TOProBOW eauHULL u
MHAMBUAYENbHLIN CEPUAHBLIA HOMED TOProBOI eAUHMLI.

HononHumensHo Ha emopudHol ynakoeke (Ha nauxe
KapmoHHOU) Ha aHa/ulicKOM S3bIKE  yKa3bleaiom:
TOProBOE HaUMEHOBAHWE NEKAPCTBEHHOrO npenapara,
MEXAYHapOAHOE HEenaTeHTOBaHHOE HauMeHOBaHue,
AO3NPOBKY, FEKapCTBEHHYI0 DOPMY M  KONUYECTBO
TabneTok B ynakoske, Hagnuchk «Antiaggregant».

cdopma, HauMeHoBaHWE  TOBapPHbIA 3HAaK
(naTurHuLen) gepxkaTens perucTpaLyoHHOro
YAOCTOBEPEHWS, HOMep cepuu, jaTa
NCTEYEHUA CPOKa FOZHOCTH.

BmopuyHas ynakoeka

Ha kapmonHol nauyke Ha PYCCKOM Si3biKe
YKa3aHo: Toprosoe HaumeHoBaHue
npenapara c npeAynpeAuTEnbHONR
MapKUpOBKO ®, MeXayHapoaHoe
HenaTeHToBaHHOe HaMmeHoBaHue,
AO3UPOBKa, chapmakoTepanesTmueckas
rpynna, neKapcTBeHHanA copma n
KonuyecTso  Tabnetok B YyMakoBKe,
HaumeHoBaHwe n coaepxanue
LENCTBYIOLLIETO  BewectTBa B OAHOW
Tabnetke, ycnosus XpaHeHusA,
npeaynpeauTencHeie Hagnucu «CoaepxuT
NaKkTosbl  MOHOTMApaT», «XpaHWTe B
HEAOCTYNHOM Ans AeTen mecte», «[lepep
npUMeHeHuem npenapaTta O3HaKOMbTECH C
npunaraemon WHcTpykuuei», «lMpuHumaThb
NoO HasHAaYeHWI0 Bpayay, yCnoBus OTnycka,
cnocob npumeHenus, Hagnucb «®» -
3aperucTpupoBaHHbIi  TOBAapHBLIA  3HAK»,
HOMEpP CBUAETEeNsCTBA O perucTpauuu

"TOBApPHOroc 3Haka, Homep perucTpaunoHHoOro

YAOCTOBEPEHUR, HAMMEHOBaHue AepXaTena
PEerucTpaLUMoHHOro  yAOCTOBEPEHUsi, ero
CTpaHa W TOBapHbIA 3HaK (NaTMHULENR),
HaumMeHoBaHne, cTpaHa U ropog cupMbl-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepun,
AaTa MCTEYEeHUs| Cpoka FOAHOCTM, LUTPUX-
kop B chopmarte DataMatrix, rnoGanbHbii
MAGHTUURALMOHHEIN  HOMEp  TOProBoM
€AVHULBI U UHAMBMAYaNbHBIA CePURHBLINA
HOMEP TOProBOW eAUHNLbI.

HononHumeneHo Ha emopuyroil yriakoske
(Ha nayke KapmoHHOU) Ha aHanulickom
A3bIKe yKa3aHo: TOPrOBOE HaWMEHOBaHMue
neKapCcTBEHHOro npenapara,
MeXAYyHapogzHoe HenaTeHToBaHHoe
HauMeHoBaHWe, A03UPOBKa, JIEKAaPCTBEHHAs
chopma ¥ konu4ecTso TabneTok B ynakoeke,
Hagnuck «Antiaggregant».
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