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1. | ONMUCAHUE BuayanbHbIit. Kpyrnble fBosikoBbinyknble Tabnetku ¢ | Kpyrnble 4BoskoBbinykneie TabneTku ¢ dac-
hackoi, NMOKPbITHIE NNEHOYHOW OBONOYKOW PO30BOrO | KOW, MOKPBITHIE NNEHOYHOW 0Bonoukoi po-
useta. 30BOrO LBeTA.
2. | NOANTMHHOCTL Y®-cnektpogoTomerpus. Y®-cnektpel nornoweHus | Y®-cnektpodoTomeTpus. YP-cnekTpel no-
MCMBITYEMOro 1 CTaHAAPTHOrO PacTBOpoB B o6nacT OT | rNOWeHus WCNbITYEMOre U CTaHAapTHOro
250 po 300 HM AOMKHBI UMETb MaKCUMyMbi NIPY OAHUX W | pacTBopoB B obnactun oT 250 po 300 Hm
Tex e ATIHax BOSH. VIMEIOT MaKCUMyMbl TIPU OAHUX W TEX e
ANUHAX BOMH.
BOXX. Bpemsi yaepxuBaHu#s OCHOBHOIO Nuka Ha xpo- | BOXKX Bpems yaepuBaHns OCHOBHOFO nu-
MaTorpamMme MCNbITYEMOro pacTeopa AOMKHO COOTBET- | K& HAa XPOMAaTOrpaMme MCHLITYEMOro pac-
CTBOBaTb BPEMEHN YAESPXWBAHWA NKUKA KNONWAOIPENa | TBOpa COOTBETCTBYET BPEMEHU Yaepxusa-
Ha Xpomartorpamme CTaHRapTHOrO pacTBopa (pasjgen | HUSA Nuka KNonuaorpena Ha XpoMmaTorpaMme
«KonunuecrseHHoe onpeaeneHnes). cTaHpaapTHoro pacteopa (paspen «Konuue-
CTBEHHOE ONnpejenexmne»).
3. | CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
OT 248,56 po 263,94 mr (256,25 mr + 3,0 %). 262,93 mr (+2,6%)
4. | PACTBOPEHUE re PO, 090C.1.4.2.0014.15, (104%)
Y®-cnekTpodoToMeTpuUs. 103%
He meree 80 % (Q) oT 3asBNEHHOrO KONMYECTBA KNONM- 104%
porpena yepes 30 MuHyT. 105%
105%
104%
104%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,13%
npumeck C — He 6onee 1,5 %; 0,23%
eAVNHUYHAA HeuaeHTMULMPoBaHHan npumeck — He 6o- 0,02%
nee 0,2 %;
cymma npumecelt — He Gonee 2,5 %. B 0,38%
6. | BOOA re P®, 09C.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,3%
7. | MMKPOBUOJNIOMMYECKASA | M® PO, O®C.1.2.4.0002.18, kateropun 3A.
YUCTOTA O6Lee 4ucno aspobHbIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 r (Mn1);
O0Lee uncno ApPONOKEBLIX W NNECHeBbIX rpuboB: He Meree 10KOEB 1T
Gonee 102 KOE B 1 1 (mn);
Escherichia coli: otcytcTtaue B 1 1 (Mm1). He oBHapy»eHo
8. | OOHOPOOHOCTbL re P®, 09C.1.4.2.0008.18, cnocob 1.
AO3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnoeue He BLINONHAETCS,
TO AV < 15,0 % (n = 30), u ans 30/30 TabneTok kKonuue- AV1o=8,2%
CTBEHHOE COAepKaHWe KIONUAOTPena AOMKHO Haxo-
AuTbea B uHTepsane 0,75-M —1,25-M.
9. | KO[IMMECTBEHHOE B3XX. Ot 71,25 a0 78,75 mr knonugorpena (ot 95,0 % 75,21 mr
OMPEQENEHUE 50 105,0 % oT 3asBneHHOro KonuyecTsa) B 0AHON Tab- (100,3%)
netke.
10. | YMAKOBKA Mpu npouseodcmee, ghacoske w/unu ynakosexke Ha Q00 | lMNpoussodcmeo, ¢hacoexka U yrnaKoeka Ha
«MAKU3-QAPMA»: 000 «MAKV3-®APMA»:
Mo 10 TabreTtok B KOHTYPHYIO A4YElikoBYl ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SAYEMKOBYIO
(6nuctep) U3 NNEHKM NOMMBUHUNXNOPUAHON M honbr | ynakoBky (6nuctep) us nneHku MNBX/MBOX un
anioMUHUEBOA UNU B KOHTYPHYIO AYENKOBYIO YNakoBKy | (hONbr anioMUHUEBOIA.
(6nuctep) us nnedku NBX/MBAX u conbrn anioMuHmne-
| BOW.
Mo 3 unu 6 KOHTYPHLIX AYENKoBbIX YNakoBok (Bnucte- | Mo 3 KOHTYPHBIX AYEIHKOBBLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTE C MHCTPYKUUE NO NpuMe- | CTEPOB) BMECTE C MHCTPyKUMEl no npume-
HEHWIO B NaYKy KAPTOHHYIO. HEHWIO B NAYKY KAPTOHHYO.
11. | MAPKUPOBKA lMepeuyHas ynaxkoeka llepsuyHas ynakoska

Ha koHmypHoli svelikosoll ynaxkoeke (bnucmepe) Ha
PYCCKOM SI3bIKE YKa3bigaiom: TOProBoe HauMeHOBaHUe
npenapata ¢ MNPeAynpeanTenbHON MapkupoBkon ®,
MEXAYHAPOAHOE HENaTeHTOBaHHOE HaWMEHOBaHWEe WU

Ha koHmypHOU  siqelikogoll  ynakoeke
(briucmepe) Ha pYyccKOM $i3bike yKa3aHo:
TOproBoe HauMEeHOBaHWe npenapata c
npeaynpeauTerisHon  mapkuposkon  ®,

BO3NPOBKY (HA PYCCKOM U1 aHIMMWIACKOM  A3blKax), | MEXAyHapozHoe HeNnaTeHTOBaHHOE
neKkapcTBEHHYI0 pOpMY, HauMeHOBaHWEe  TOBApHbIA | HaUMEHOBaHME M AO3UPOBKA (HA PYCCKOM W
3HaK _ (natuHuuein) AepxaTens’  PerucTpauvoHHOrO | aHrimiAckom A3bIKAX),  NEKAPCTBEHHAA
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YAOCTOBEPEHNA, HOMEp cepuu, AaTy MNpPOU3BOACTBA
(npn cbacoske Ha OO0 «MAKU3-®APMA» paaty
NpoOM3BOACTBA HE HaHOCAT), AaTy MCTEYeHMs cpoka
rOAHOCTU.

Bmopu4Hasn ynakoeka

Ha kapmoHHOU nayke Ha PyCCKOM $3bIKE yKa3bleaom:
TOpProsoe HaumeHoBaHne npenapara c
npeAynpeAnTENbHON Mapkposkon ®, mexayHapoaHoe
HenaTeHToBaHHoe HanmMeHoBaHue, N 03UPOBKY,
chapmakoTepanesTUYECKYIO FPYNRY, NEKapCTBEHHYIO
dopMy M KONMYecTBO TabneTok B ynakoBke,
HaumeHoBaHWe ¥ copepxaHue  AelicTByloLlero

npegynpeanTensHsie Hagnucn «CoaepXuUT nakTosbl
MoHOrugpaT», «XpaHWTb B HEZOCTYNHOM JAMNA AeTei
MecTe», «Mepep, npumMeHeHnem npenapara
O3HaKOMbTECH €  Tpunaraemoll  WHCTPyKLLeRy;
«TpuHUMaTL NO Ha3HaYEHWIO BpaYay», YCNOBWS OTNycKa,
cnocob NPUMEHEHUS, Hajnmce «®» -
3apPEerncTPUpPOBaHHEIA  TOBapHbLIA  3HaK»,  HOMmep
CBUAETENbCTBA O perucTpauun TOBApHOMO  3Haka,
HOMep PErMCTPALIMOHHOTO YAO0CTOBEPEHMUS,
HanumeHoBaHne AepxarTens perncTpaLyuoHHOTo
YAOCTOBEPEHUs, ero CTpaHy W TOBapHbIA 3HaK
(naTuHuuer), HauMeHOBaHWe U CTpaHy UpMbi-
npoussoautena (npu npoussoactse Ha OO0 «MAKU3-
DAPMA» yKasbiBalOT CTpany, FOpPOA), LITPUX-KOA,
HOMEp cepun, AaTy NPOU3BOACTBA (NpU MPOU3BOACTBE
Ha OO0 «MAKU3-GAPMA» party npou3BOACTBa He
HaHOCAT), AaTy UCTEUYEHUA CPOKA FOAHOCTH, LUTPUX-KOZ,
B cthopmare DataMatrix, - rnobancHbIi
WAEHTU(PUKALMOHHBIA HOMEP TOProBOM EAUHMLBI
MHAMBUAYASBHBIA CePUAHBIA HOMEP TOPrOBON €A MHMNLbI.

HononnumenbHo Ha emoOpuYHOU ynakoske (Ha navke
KapmoHHOU) Ha aHenulcKOM S3bIKe  YKa3biearom:
TOProBOE HauMeHOBaHWE NEKAPCTBEHHOrO npenapara,
MEXAYHAPOAHOE HENaTeHTOBAaHHOE HaMMEeHOBaHue,
DO3NPOBKY, IEKapCTBEHHYIO (DOPMY M  KOMUYECTBO
TabneTok B ynakoeke, Hagnuck «Antiaggregant».

BELEeCTBA B OAHON TabneTke, YCMNOBWUA XpaHEHWs,

dopma, HaUMEHOBaHME  TOBApPHLIA 3HaK
(naTuHUUen) aepxatens perncTpaLuoHHOro
yAOCTOBEpPEHUA, HOMEep cepun, Aara
VCTEYEHNS CPOKa FOAHOCTM.

BmopuyHas ynakoska

Ha kapmoHHOU navke Ha pyCCKOM Si3bike
yKasaHo: TOpProBoe HauMeHOBaHWe
npenaparta c npesynpeanTeneHON
MapKupoBKoi ®, MEXAYyHapoaHoe
* HEMATEHTOBAHHOE HauMeHoBaHwe,
AO3UPOBKa, thapmakoTepanesTuieckas

rpynna,  nekapcTeeHHas  copma M
KONMYecTBO  Tabnetok B  ynaKoske,

HauMeHoBaHne n copepxaHue
JENCTBYIOLLETr0  BElecTBa B OAHOM
Tabnetke, ycnoBus XpaHeHus,

npegynpeaunTenbHble Hagnucu «CoaepXAT
NaKTo3bl  MOHOrMApar», «XpaHWTb B
HEAOCTYRHOM Ans peTer mecte», «llepea
NPUMEHEHWEM MpenapaTa O3HaKOMbTeCh C
npunaraemoil MHCTpykumen», «puHumMaTh
No HasHa4YeHuio Bpada», YCNOBUSA OTNycka,
cnocol npumeHeHus, Hagnuce «®» -
3apErncTpUpOBaHHLIA  TOBaPHBIA  3HAK»,
HOMEp CBuAETENbCTBA © perucTpauun
TOBAPHOrO 3Haka, HOMep pPerucTpauuoHHOro
YAOCTOBEPEHMA, HAMMEHOBaHNe AepxXaTens
perncTpaLuoHHOro  yaoCTOBEpeHus, €ro
cTpaHa W TOBApHbIA 3HaK (NaTWHWULEN),
HauMeHOBaHWe, cTpaHa W ropog upMbl-
NpoN3BOAUTENSA, LUTPUX-KOA, HOMEP CEPUH,
faTa UCTEYeHWA CpoKa FOAHOCTW, LUTPMX-
koa B dopmate DataMatrix, rnoSanbHbii
NAEHTUDUKALVOHHBIA  HOMEP  TOProBOW
SAVHNLI 1 VHAMBUAYArbHBIA  CEPUIAHBLIA
HOMEP TOProBOWN eANHUALLI.

HononHumensHo Ha smopuyHol ynakoeke
(Ha nayke KapmoHHOU) Ha . aHenulickom
SI3bIKE yKa3aHO: TOProsoe HaumMeHOBaHue
NEKapCTBEHHOrO npenapara,
MeXAyHapoaHoe HenaTeHTOBaHHOE
HaMMEHOBaHWE, LO3MPOBKA, NEKAPCTBEHHAs
chopma U KonuuecTso TabneTok B yNnakoBKe,
Haanuce «Antiaggregant».
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