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1. | ONMUCAHUE BusyanbHblil. Kpyrnble aBOsikOBbINyknble TabneTku ¢ | Kpyrnble ABosikOBbinyknble Tabnertku ¢ dac-
chackoi, NOKPLITbIE NEHOYHOW O06OMOYKOW PO3OBOrO | KOW, MOKPbITbIE MNEHOMHON 0GONOYKOA po-
useta. 30BOroO UBETA.
2. | NOANMUHHOCTbL Y®-cnexrpocoromerpus. Y®-cnektpbl nornouweHua | Yd-cnektpodotomeTpusa. Yd-cnekTpsl no-
UCMBLITYEMOrO U CTaHAAPTHOrO PacTBOpoB B 06nacTh OT | MNOWEHNA WUCNbITYEMOrG U CTaHA2PTHOro
250 po 300 HM AOMmKHbLI MMETb MAKCUMYMbI NPY OAHUX W | pacTBopoB B obnactn ot 250 ao 300 Hm
TeX e ANUHax BOJH. VUMEIOT MaKCUMyMbl NpU OAHUX U TEX Xe
ANUHaX BOMH.
B3XX. Bpems. yaepuBaHusa OCHOBHOrO nuka Ha xpo- | BOXKX Bpemsa yaepxuBaHUsA OCHOBHOTO nu-
MaTorpamme WCNbITYeMOro pactsopa AOMKHO COOTBET- | ka Ha XpPOMAaTOrpaMme MCHbITYEMOro pac-
CTBOBaTb BPEMEHN YAEPXWUBaHWUA Nuka Knonuaorpena | TBopa COOTBETCTBYET BPEMEHU YAEpXKUBa-
Ha XpomaTtorpamme CTaHAAPTHOro pacTeopa (pasAen | HWA nuka KMonuAorpena Ha XxpomaTorpaMme
«KonnyectseHHoe onpeaeneHue). CTaHpapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE OnpejeneHue»).
3. | CPEOHAA MACCA I'e Po, 09C.1.4.2.0009.15.
OT 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 259,54 wr (+1,3%)
4. | PACTBOPEHUE e P®, 09C.1.4.2.0014.15, (97%)
Y®-cnekrpotoTomeTpus. 98%
He menee 80 % (Q) oT 3aABNEHHOIO KONMMYECTBa KIonu- 95%
porpena yepes 30 MuHYT. 96%
98%
97%
96%
5. | POOCTBEHHBIE BIXX.
NMPUMECU Mpumeck A — He Gonee 1,2 %; 0,08%
npumech C — He Gonee 1,5 %; 0,11%
€AMHNYHAA HENAEHTNULMPOBaAHHAA NpUMeECh — He 60- 0,01%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,23%
6. | BOOA re Po, 090C.1.2.3.0002.15, meTtoa K. ®uwepa.
He Gonee 7,0 %. 0,7%
7. | MUKPOBUONOTUYECKASR | I'd PP, ODC.1.2.4.0002.18, kaTteropus 3A.
YUCTOTA O6Lee 4ncno aspobHBIX MUKPOOPraHU3MOB - He Gonee Menee 20 KOEB 1T
10* KOE B 1 1 (mn);
OfLWee uncno ApOXOKEBBLIX W NNECHEBBIX TPubOB: He MeHee 10 KOEB 11
Gonee 10° KOE B 1 r (mn);
Escherichia coli: otcytcteune B 1 1 (mn). He o6HapyeHo
8. | OOQHOPOOHOCTb re P®, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCH,
T0 AV £ 15,0 % (n = 30), u gna 30/30 TaGneTok konuye- AVio=4,4%
CTBEHHOE COAEpXaHWe knonuporpena AOMKHO Haxo-
AnTbCA B uHTEpsane 0,75-M — 1,25 M.
9. | KOMIMYECTBEHHOE BIXX. Ot 71,25 po 78,75 mr knonngorpena (ot 95,0 % 74,79 mr
OMNPEOENEHUE A0 105,0 % oT 3asBNEHHOrO KONIMYECTBAa) B OAHOW Tab- (99,7%)
netke.
10. | YNAKOBKA Mpu npoussodcmee, ¢hacoske uw/unu ynakoexke Ha OO0 | lMpouszeodcmeo, ¢hbacoseka U ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKN3-QAPMA»:
Mo 10 Tabrnetok B KOHTYPHYylo sdeikoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO AYEMKOBYIO
(Gnncrep) U3 NNEHKN NORMBUHUNXNOPUAHOW U conbrn | ynakosky (6nuctep) us nnexnkn MBX/MBOX un
anIOMUHUEBOW UMW B KOHTYPHYIO AYEAKOBYIO ynakoBky | ¢honbri anioMUHUEBOIA.
(6nuctep) us nnenkn MBX/MBOX u cdonbru aniomuHne-
BOW.
Mo 3 unu 6 KOHTYPHBIX AYERKoBLIX YnakoBok (6nucte- | Mo 3 KOHTYPHbIX AYENKOBLIX YNAKOBOK (6nu-
pos) unu no 1 6aHke BMECTe C MHCTPYKUME NO Npume- | CTEPOB) BMECTe C WHCTPyKUwel No npume-
HEHUIO B NaYKy KapTOHHYIO. HEHUIO B NAY4KY KAPTOHHYIO.
11. | MAPKUPOBKA Mepeuy4nas ynakoeka MepsuyHas ynakoexa
Ha konmypHol svelikosol ynakoeke (bniucmepe) Ha | Ha konmyproli  smelikoeol ynakoske
PYCCKOM 513biKE yKa3bleaiom: TOProBoe HaumeHoBaHue | (6rucmepe) Ha PYCCKOM Si3biKe YKa3aHo:
npenapata € NpeAynpeauTensHON MapkuposkoW ®, | ToproBoe HauMeHOBaHWe npenapata ¢
MEXAYHapOAHOE HENaTeHTOBAHHOE HAMMEHOBAHWE W | MpeaynpeavTencHoW  mapkupoBkoli  ®,
AO3NMPOBKY (HA pPYCCKOM W aHFNUACKOM A3bikax), | MexayHapoaHoe HenaTeHTOBaHHOe
nekapcTseHHylo opMmy, HauMeHOBaHWe  TOBApPHbLIA | HaMMEHOBaHWE U AO3UPOBKA (HA PYCCKOM U
3HaK _ (naTuHuuel) AepxaTens  PerncTpauMoHHOrO | aHIAMACKOM  f3bikax),  NeKapCTBEeHHas
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YAOCTOBEPEHMUsA, HOMEp cepun, AaTy NpPOU3BOACTBA
(npu ¢pacoske Ha OO0 «MAKU3-OAPMA» paty
NPOM3BOACTBA HE HaHOCAT), AATY WMCTEYEeHWs cpoka
FOAHOCTW.

BmopuyHas ynakoeka

Ha kapmonHoll ravyke Ha PYCCKOM $3blKe YKa3blealom:
Toprosoe HauMeHOBaHwe npenapata . c
npeaynpeanTenbHON MapknpoBkoin ®, mexayHapoaHoe
HenaTteHTOBaHHoe HauMeHoBaHue, AO3NPOBKY,
thapmMakoTepaneBTUYECKYIO  Fpymnny, NEeKapCTBEHHYIO
dopMy © konuuecTso TabneTok B ynakKoBke,
HauMeHOBaHue - M  cojepXaHue  AeicTeyioLlero
BelecTsa B OAHOW TabneTke, YCNoOBUA XpaHEHUs,
npeaynpeauTencHbie Hagnuc «CoAepKUT NakTo3bl
MOHOMMAPaT», «XpaHuTb B HEAOCTYNHOM ANA AeTel
MecTey, «Mepeg npuMeHeHuem npenapara
O3HaKOMbTECE €  Mpunaraemon  MHCTPYKUMEN»,
«MpuHUMaTL N0 HasHaYeHNIo BpaYax», yCnoBuns ornycka,

cnocob NpUMEHEHUS, Haanuch «®» -
3aperucTpuUpoOBaHHbLIA  TOBAPHBIA  3HAK»,  HOMep
CBUAETENLCTBA O perucTpaunn TOBapHOrO  3HaKa,
Homep perucTpauuoHHoro YA,O0CTOBEPEHMS,
HauMeHOBaHue aepxarens perucTpauuoHHOro
YAOCTOBEPEHUS, €ro CTPaHy W TOBapHbIA 3Hak
(naTuHuuen), HavumeHoOBaHWE W CTPaHy (HUPMBbI-

npoussoguTens (npu npoussogcree Ha 000 «MAKU3-
GAPMA» ykasbiBalOT CTpaHy, ropoa), LWTPUX-KOA,
HOMEp cepuu, JaTy npom3BoAcTBa (Npw NPOU3BOACTBE
Ha 000 «MAKU3-GAPMA» paTy npou3BOACTBa He
HaHOCAT), AATY UCTEYEHUR CPOKa FOAHOCTH, LUTPWUX-KOA,
B copmare DataMatrix, rnobankHbIv
WAEHTUPUKALMOHHEIA HOMEP TOProBON EAVHWLBI U
MHAVBUAYANbHbIA CepuiiHbIfi HOMEpP TOProBOW €4 MHULb!.

HononHumensHo Ha emopuyHoll ynakoeke (Ha rauke
KapmoHHOU) Ha aHenulcKoM sI3bike yKasbleaiom:
TOProBOE HauMeHoOBaHWE NeKapCcTBEHHOro mpenapara,
MexXayHapojiHoe HenaTeHTOBaHHOE HaumMeHOoBaHue,
[O3VPOBKY, NEKapcTBEHHYI0 ¢OpMy M  KONK4ECTBO
TabneTok B ynakoske, HaaANUCh «Antiaggregant».

(hopma, HaMMEHOBAHWE TOBapHbIA 3HaK
(naTuHnLein) AepxaTens PerucTpaumoHHOrO

YAOCTOBEPEHUA, HOMEp cepun, Aara
NCTEYEHMNA CpoKa FOAHOCTH.

BmopuvHas ynakoeka

Ha kapmouHOU nadke Ha pYyCcCKOM Si3bike
yKa3aHo: TOprosoe HaumMeHoBaHue
npenapara c npesynpeauTenbHON
MapKUpPOBKOM ®, MexXayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue,
AO3NPOBKA, thapmakoTepaneBTUYECKas
rpynna, nexapcTBeHHas thopma "
KONMYecTeo  TabneTok B - ynakoBke,
HaumeHoBaHwe n coaepxaHue
AEACTBYIOLLEro  Bewectsa B  OA[HOW
Tabnerke, ycnosus XpaHeHus,

npeaynpeautencHble Hagnucn «CoaepxuT
NakTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM AnA AeTen mecte», «[llepea
NpUMeHeHWeM npenaparta O3HAKOMbLTECH C°
npunaraemon MHCTpykuwein», «TpuHUMaTL
No Ha3Ha4eHMIo Bpauva», yCNnoBUA OTNyckKa,
cnocob npuMeHeHud, Haanuck «®» -
3apPerncTpUpoBaHHLIl  TOBaPHBLIA  3HAKY,
HOMEp CBUAETENbCTBA O pPerucTpauum
TOBapPHOro 3Haka, HOMEp perucTpaLuoHHOro
YAOCTOBEPEHUA, HaNMEHOBaHUe aepXxaTens
pPerucTpauuoHHOro  YAOCTOBEPEHWNA, €ro
CTpaHa W TOBapHbill 3HAK (NaTuHULUEN),
HauMeHOBaHWe, cTpaHa u ropoz upmbl-
Npou3BoAUTENs, WTPUX-KOL, HOMEP Cepuu,
AaTa WUCTEYEHWUA CPOoKa FOAHOCTM, LUTPUX-
kop 8 dopmarte DataMatrix, rno6anbHbii
WAEHTUCDUKALMOHHBIN  HOMEP  TOProBoOW
eAUHNLLL ' U WHAWBUAYANbHBIR CEPUIAHBINA
HOMEP TOProBO eANHULbI.

HononHumensHo Ha emoOpu4YHOl ynaKoeke
(Ha na4yke KapmoHHOLU) Ha aHanulckom
A3bIKE YKa3aHO: TOprosoe HauMmeHoBaHwe
nNeKkapCcTBEHHOro npenapara,
MeXAyHapoaHoe HEenaTeHToBaHHOE
HaumeHoBaHWe, A03UPOBKa, NEKAPCTBEHHAA
cdopma u Konu4yecTeo TaGNeToK B ynakoBke,
Haanuch «Antiaggreganty.

12. | CPOKTOAHOCTH
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