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Ne HaumeHoBaHue

nin NONZSATENR Tpe6osanus HY PesynbTatbl aHanusa

1. | OMUCAHUE BusyanbHbiis. Kpyrnble aBosKkoBbinyknble Tabnetkn ¢ | Kpyrnble ABOSKOBbINYKNble TabneTku ¢ dac-
chackoll, MOKPbITbIE NAEHOYHOW OBGONOYKON PO30BOrO | KOW, MOKPbLITbIE NMEHOYHON OGOMOUKON po-
uBeTa. 30BOro HUBETA.

2. | IOOQNMAHHOCTDb Y®-cnektpodoTtomeTpua. Yd-cnektpbl norsowjeHns | Y®-cnexrpodoTomeTpusi. YP-cnekTphbl no-
MCTILITYEMOrO U CTAHAAPTHOTO PACTBOPOB B OGNACTU OT | TMOWEHUA WCNLITYEMOrO U CTaHAapTHOro
250 no 300 HM AOMKHLI UMETb MaKCUMYMbl NPY OBHUX U | pacTBopoB B obnactn ot 250 fo 300 Hm
TexX e ANUHaXxX BOJSIH. MMEIOT MaKCUMyMbl NPU OAHUX U TEX Xe

ANWHAX BONH.
B3OXX. Bpems yaepxvBaHus OCHOBHOrO nuka Ha xpo- | BOXKX Bpems yaepxuBaHns OCHOBHOrO nu-
maTorpammMe UCMbLITYEMOro pacTBopa AOMKHO COOTBET- | K& Ha XpomaTorpaMmme WUCMLITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHWA MUK KNONWAOIPEna | TBopa COOTBETCTBYET BpPEMEHU YAepXuBa-
Ha xpomaTtorpamme CTaHAapTHOrO pacTBopa (pasjen | HWA NUKa KNONWAOrpena Ha xpomarorpamme
«KonuuecteeHHOE onpeaeneHne»). cTaHaapTHoro pacrsopa (pasaen «Konuue-
CTBEHHOE Onpejenenue).
3. | CPEOHAA MACCA o PO, 09C.1.4.2.0009.15.
OT1248,56 a0 263,94 wr (256,25 mr = 3,0 %): 256,73 wir (+0,2%)

4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (100%)

Y®-cnektpocdoToMeTpuUs. 102%
He meHee 80 % (Q) oT 3aABNEHHOrO KONUMECTBA KNONK- 95%
aporpena yepes 30 MUHYT. 103%
103%
95%
102%
5. | POOCTBEHHbIE B3OXX.
NMPUMECM Mpumecsb A — He Gonee 1,2 %; 0,10%
npumeckb C — He Gonee 1,5 %; 0,13%
€AVHNYHAaA HeuaeHTUMULUMPOBaHHAs NpUMeck — He 6o- 0,01%
nee 0,2 %;
cyMMa npumecein — He Gonee 2,5 %. 0,24%
6. | BOOA ro PO, 09C.1.2.3.0002.15, meTtoa K. ®duwmepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBUONOIMMYECKAA | I'd PP, O9C.1.2.4.0002.18, kateropus 3A.

YUCTOTA O6Lee 4ucno aspoBHLIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (mn);
O6wWee uyMcno ApOoXOKEBLIX W NJIECHEBbIX TpuOOB. He MerHee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcyTcTBue B 1 1 (Mn). He oGHapy»eHo

8. | OAHOPORHOCTbL re P®, 09C.1.4.2.0008.18, cnocob 1.

LO3VUPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnosue He BbINOMHAETCA,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTtok konuye- AVi0=5,7%
CTBEHHOE COAEpXaHWe Knonugorpena AOMKHO Haxo-
AnTbCA B UHTepsane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. OT 71,25 po 78,75 mr knonnaorpena (ot 95,0 % 76,28 mr
ONPEAENEHUE A0 105,0 % oT 3asBneHHOro KONMYecTsa) B OAHOI Tab- (101,7%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYI sAueiikoByld ynakoBky | Mo 10 TaGNeToK B KOHTYPHYIO AYEHKOBYIO
(6nmcTep) U3 NNEHKU NONMUBMHUNXIOPUAHOW M chonbrn | ynakosky (6nuctep) us nnexkn MBX/NBOX un
anoMUHUEBON MNN B KOHTYPHYIO AYEMKOBYIO YnakoBKy | chonbru anioMrMHUEBOMN.

(6nuctep) us nnenku NBX/MBAX u donbru aniomuHne-

BOJA.

Mo 3 nnu 6 KOHTYpPHBIX AYelkoBbIX ynakosok (6nucte- | [lo 3 KOHTYPHbIX AYENKOBBLIX YNaKOBOK (6nu-
poB) unu no 1 6aHke BMECTe C MHCTPYKUWEN NO NpUMe- | CTEPOB) BMECTE C MHCTPYKUWER No npume-
HEHWIO B NaYKy KapTOHHYIO. : HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA MepeuyHas ynakoska MepsuyHas ynakoska
Ha koumyproli siyelikosoll ynakoeke (briucmepe) Ha | Ha  koHmypHoU  s4elikosoll  ynakoeke
PYCCKOM fI3biKe yKasblealom: TOProBoe HaumeHoBaHue | (6ucmepe) Ha PYCCKOM sI3biKe YyKa3aHo:
npenapata C npeAynpeauTencHol Mapkuposko ®, | ToproBoe HauMEHOBaHWe fpenapara ¢
MEXAYHAPOAHOE HENATEHTOBAHHOE HaWMEHOBaHUE W | NPefynpeauTeEnbHOW  MapkupoBkon  ®,
AO3NPOBKY (Ha2 pPYCCKOM U aHIMUACKOM A3bKax), | MeXayHapogHoe HenaTeHTOBaHHOE
NleKapcTBEHHYI0 (DOPMY, HaUMEHOBaHME  TOBApHbIA | HauMEHOBaHWE W A03UPOBKA (Ha PYCCKOM U
3HaK (naTuHuUuel) AepxaTens  PerucrpaLuoHHOr0 | aHrmMUACKOM  A3blKax), nekapcrseHHas
YAOCTOBEPEHUS, HOMEP Cepun, AaTy UCTEYEHMs Cpoka | hOpmMa, HAMMEHOBAHWE  TOBapHbili 3HaK
rOAHOCTH. (naTuHWuUel) aepxaTensa perncTpaunmoHHOro




«MpuHKMaTL NO Ha3Ha4YeHMIO Bpaday, YCnoBus OTNycKa,
cnocob NPpUMEHEHMA, HagnueL «®» -
3apErucTpUpoOBaHHbLIA  TOBApHBI  3HaK»,  HOMEp
CBUAETENLCTBA O PErucTpauun TOBapHOTO 3HaKa,
HOMEp perncTpaLyoHHoro yJ,0CTOBEPEHUS,
HauMeHOBaHMe pepxarens PErMcTPaLnoHHOroO
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbI  3HAK
(naTuHuLen), HaumeHOBaHWE, CTpaHy U ropos upmbl-
NPON3BOAUTENS, LITPUX-KOZ4, HOMEp cepuu, jaty
UCTEUYEHUA CpOKa rOAHOCTW, LWTpUx-koga B (popmare
DataMatrix, rnobanbHblii MAEHTUDNKALMOHHBIA HOMEpP
TOProBoOil €AuHULUb W  WHAVBUAYAMbLHBIA CEepPUAHLINA
HOMEP TOProBoli €4 HULbI.

LononHumensHO Ha emopu4HOl ynakoexke (Ha rnauke
KapmoHHoU) Ha aHenulickoM S3blke yKasblealom:
TOProBOE HavMEHOBaHWe NEeKapCTBEHHOro npenaparta,
MEeXAyHapoaHOe HENaTeHTOBAHHOE HAMMEHOBAaHUE,
0O3UPOBKY, NEKapCTBEHHYIO (POPMY M  KONUYECTBO
TabneTok B ynakoBke, Hagnuch «Antiaggregant».
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YAOCTOBEPEHUA, HOMEpP cepum, Aara
UCTe4YeHNA cpoka roaHOCTW.
Bmopu4Has ynaxkoeka BmopuyHasi ynakoska
Ha kapmorHOili nayke Ha PYCCKOM f3bike yKasbigaiom: | Ha xapmoHHOU rnayke Ha pPyCCKOM. Si3biKe
Toprosoe HaumeHoBaHue npenapara c yKa3aHo: Toproeoe HanveHoBaHue
npeaynpeauTenbHol mMmapkupoBkoin ®, MexayHapogHoe | npenapara c npegynpeauTenbHon
HenaTeHToBaHHOe HaunmeHoBaHue, AO3NPOBKY, Mapxwpoakoﬁ ®, MeXxayHapoaHoe
cpapmaKO'repaneBquecxybo rpynny, neKapCTBEHHYIO HenaTeHToBaHHOe HanmeHoBaHune,
cdopMy u  konudecTBO TabneTtok B  ynakoBke, | A03MPOBKA, thapmaxoTepaneBTudeckas
HanmeHoBaHue n copepxaHve p,eﬁc*rsylou.lero rpynna, nekapcTeeHHanA q:opma n
Bewecrsa B OAHOI7I Ta6neTKe, yCrnoBusa XpaHeHus, Konu4yectso Tabnetok B ynakoeke,
npeaynpeautencHole Haanucu «COAep)KMT NakTosbl HanmMmeHoBaHue n cojepxaHue
MoHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANA jeTel | AeNCTByIOLEero BElecTBa B OfHON
MecTey, «MNepep fIpUMEHEHUEM npenaparta | TabneTke, ycnosust XpaHeHwus,
O3HaKomMbTeCb Cc npunaraemoﬁ VIHCprKL[I/IGI‘/'I», npeaynpeantenbHbie Haznucu «COAep)KVIT

NaKToss!  MOHOTUApPaT», «XpaHuTb B
HEAOCTYNHOM ANS aeven mectex, «llepes
NPUMEHEHNENM Npenapata O3HaKOMbTECh C
npunaraemMol WHCTpykuuen», «MpuHumaTs
Nno HasHa4YeHWo Bpaua», YCNOBUSI OTNYCKa,
cnoco® npumeHeHns, Hagnucb «®» -
3aperncTpupoBaHHbIi - TOBAPHBIA  3HAKY,
HOMEpP CBWAETENbCTBA O pPErcTpauuu
TOBapHOro 3Haka, HOMep PErvcTPaLUuoOHHOro
YAOCTOBEPEHUS, HAUMEHOBaHUE AepXaTens
PerucTpaumMoHHOr0  YAOCTOBEpPEeHUs, ero
cTpaHa U TOBapHbI 3HAK (nNaTuHULen),
HauMeHoBaHue, CTpaHa u ropos UpMbi-
NPON3BOAUTENS, LUTPUX-KOA, HOMEpP cepuu,
AaTa UCTEeYEHMA CpOKa rOAHOCTH, LUTPUX-
xop B chopmare DataMatrix, rnobanbHbii
UAEGHTUPMNKAUVOHHEIN  HOMEp  TOProBoiA
€AVHULBI ¥ WHAMBMAYANbHbIA CEepPUAHbIA
HOMEP TOProBOW eANHULIBI.

HononHumensHO Ha 8MOPUYHOLl ynaKkoske
(Ha nayke kapmoHHOU) Ha aHenulickom
A3bIKe YyKa3aHO: TOProBOE HaWMEHOBaHMWe
neKkapcTBEHHOro npenapara,
MEXAYHapPOAHOE HenaTeHTOBAHHOE
HauMeHoBaHue, A03UPOBKa, NekapcTBeHHan
copmMa 1 KkonuuecTeo TabneTok B ynakoske,
Haanuce «Antiaggreganty.

12. | CPOKrOAHOCTHU
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