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Ne HaumeHosanue

nin nokasarens Tpe6osanus HQ Pesynbratbl aHanusa

1. | ONMNCAHUE BusyansHbli. Kpyrnble aBosikoBbinyknbie Tabnetkn ¢ | Kpyrnbie aABosikoBbINyknble TabneTku ¢ dac-
chackol, NOKPbITble NMEHOYHOW ODONOUKOA PO3OBOTO | KOW, MOKPBITHIE MNEHOYHOW O0BONOYKOW po-
useTa. 30BOr0 LBETA.

2. | NIOQNNHHOCTL Y®-cnektpohoTtomeTpusa. Y®d-cnekrpbl nornoweHns | YO-cnekTpsl MOrMOWEHUA UCMBITYEMOrO U
MCTBITYEMOTO W CTaHAapTHOrO pacTBoOpoB B 06nacTu OT | CTaHaapTHOro pacteopoe B obnactu ot 250
250 po 300 HM AOMKHLI MMETb MAKCUMYMbI NPK OAHNX 1 | A0 300 HM MMEIOT MaKCUMYMbI NPU OAHUX U
TeX e AJIMHaX BONH. Tex xe AnvHax BOJSH.

BOXX. Bpema yaepxuBaHWA OCHOBHOTO NMUKa Ha xpo- | Bpemsa yaepXvBaHWA OCHOBHOMO NuKa Ha
matorpaMme UCTbITYEMOrO pacTeopa AOMKHO COOTBET- | XPOMATOrpamme UCMbITYEeMOro pacTBopa
CTBOBaTb BPEMEHU YAEPXWUBAHMA NUKA KNONUAOTPEna | COOTBETCTBYET BPEMEHU YAESPXKNBAHUA NUKa
Ha XxpomaTorpaMMme CTaHZapTHOro pacTeopa (pasjen | Knonuaorpena Ha xpomartorpamme CTaH-
«KonnuecTeeHHOE onpegeneHne). AaptHoro pacteopa (pa3gen «Konude-
CTBEHHOE onpejieneHune»).
CPEJQHAA MACCA e P, 09C.1.4.2.0009.15.
Ot 248,56 a0 263,94 mr (256,25 mr + 3,0 %). 258,84 mr (+1,0%)
4. | PACTBOPEHUE F® P®, 09C.1.4.2.0014.15, (101%)
Y® - cnektpochoToMeTDUA. 99%
He meHnee 80 % (Q) oT 3asBNEHHOroO KONMYECTBa KNonm- 101%
porpena vepes 30 MUHYT. 103%
102%
99%
104%
5. | POOCTBEHHbIE BIXX.
NMPUMECH Mpumece A — He Gonee 1,2 %, 0,09%
npumeck C — He 6onee 1,5 %; He oBHapyxeHo
€AVHNYHAA HeWAEeHTNDNLMPOBaAHHaA NpUMeck — He 6o- 0,07%
nee 0,2 %;
cymma npumecel — He bonee 2,5 %. 0,24%
6. | BOOA e PO, 0PC.1.2.3.0002.15, meToa K. Puinepa.
He 6onee 7,0 %. 1,5%
7. | MUKPOBUOJIOMTMYECKASA | M® P®, 09C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6bLiee 4ucno aspobHbIX MUKPOOPraHN3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1.1 (Mn);
ObGLlee unCnoO APONOKEBLIX W NNECHEBLIX rpuboB: He Meree 10 KOEB 1 1
Gonee 10° KOE B 1 r (mn);
Escherichia coli: oTcyTcteue B 1 r (mMn). He o6HapyxeHo
8. | OOHOPOOHOCTbL e PO, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHMUA AV £ 15,0 % (n = 10), ecnn ycnoeue He BbINONHAETCA,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konude- AV1=7,3%
CTBEHHOE COAEpXaHMe Kionuaorpena AOMKHO Haxo-
auTbea B uktepeane 0,75-M — 1,25-M.
9. | KOIMMECTBEHHOE B3XKX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 75,78 mr
ONPEOENEHUE Ao 105,0 % OT 3a8BNEHHOrO KONM4ECTBA) B OAHON Tab- (101,0%)
neTke.

10. | YDAKOBKA Mo 10 TabneTok B KOHTYPHYIO AYelkoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYIO SUENKOBYIO
(6nncTep) M3 NNEHKN NONMBUHUNXNOPUAHON 1 conbri | ynakosky (6nuctep) ns nnexky NBX/MBAX un
anioMUHUEBON UM B KOHTYPHYIO AYENKOBYIO YNakoBKy | (honbri asioMinHUEBON.

(6nuctep) 3 nnenkn NBX/MBOX v donern aniomuHne-

BOW.

Mo 3 unu 6 KOHTYPHbIX AYENKOBBLIX ynakoBok (6nucre- | Mo 3 KOHTYpHbIX A4elikoBbIX ynakosok (6ru-
poe) unn no 1 6aHke BMeCTE C MHCTPYKUMEN MO NpuMe- | CTEPOB) BMECTE € MHCTPYKUMEN RO fpume-
HEHUIO B NAYKY KAPTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA MepsuyHas ynaKoska lMepsuy4Has ynakoexa
Ha konmypHoli sqelikosoil ynakoeke (briucmepe) Ha | Ha  koHmypHolU  syelikosoll  ynakoske
PYCCKOM si3blKke yKa3blealom: TOProBoe HaumeHosanwe | (briucmepe) Ha pPyCCKOM $i3biKe YKasaHo!
npenapata ¢ npeaynpegutencHoli Mapkuposkok ®, | ToproBoe HauMmeHoBaHWe npenapata ¢
MEXAYHAPOAHOE HENaTeHTOBaHHOE HauMEHOoBaHWe U | NpeAynpeAuTenbHOi  mapkupoBkod  ®,
JO3UPOBKY (HA pPYCCKOM W aHrMUACKOM A3bikax), | MexayHapoaHoe HenaTeHTOBaHHOE
NeKkapcTBeHHYI0 (DOPMy, HauMEHOBaHWe TOBAPHbIA | HAUMEHOBAHME W AO3UPOBKA (HAa PYCCKOM U
3HaK (naTuHUUER) gepxaTensa  pPerncTPauuoOHHOrO | aHrMUACKOM  A3blKax), nekapcTBeHHas
YAOCTOBEPEHYUR, HOMEP Cepun, AaTy UCTEYEHUs cpoka | hOpMa, HaAMMEHOBAHWE  TOBAPHLIA 3HaK
rOAHOCTU. (naTuHMLEN) AepxKaTens perucTpaumoHHOro

YAOCTOBEPEHUA, HOMEp cepun, jJara
MCTEYEHUS CPOKa FOAHOCTH.




«MpnHMMaTL MO HasHaYeHWo Bpayar, YyCnoBuMa OTNycKa,
cnocob NPUMEHEHNS, Haanncb «®» -
33perucCTPUPOBaHHbIA  TOBAPHBIA  3HAK»,  HOMEp
CBUAETENBCTBA O perucTpauum TOBApHOFO 3HakKa,

Homep PEerncTpaLmoHHOro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens PErMCTPALIMOHHOrO
YAOCTOBEPEHNs, ero CcTpaHy W TOBapHbli  3HaK

(naTuHMUel), HauMeHoBaHWe, CTpaHy 1 ropos (OUpMbI-
Npon3BOAUTENA, LUTPUX-KOA, HOMEpP cepuu, paTy
WCTEUEHUA CPOKA FOAHOCTW, LUTPUX-KOA B copmare
DataMatrix, rno6anbHblii MAEHTUUKALMOHHLIA HOMEP
TOPTrOBOW EeAWHULLI ¥ WHAUBUAYANbHbLIA CepuiAHbIA
HOMEP TOProBON €AUHULbI.

HononHumensHo Ha emopu4Holl yrakoske (Ha nayke
KapmorHOU) Ha aHanulickoMm sI3blKe  yKasblearom:
TOProBoe HaMMEHOBaHWe JNeKapCTBEHHOro npenapara,
MEeXAYHapOAHOE HENnaTeHTOBaHHOE HauMeHoBaHue,
AO3VPOBKY, FEKapCTBEHHYIO (DOPMY N KOJIMYECTBO
TabneTok B ynakoBke, Haanucb «Antiaggregant».
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BmopuyHas ynaxkoeka BmopuyHas ynakoeKa
Ha kapmoHHoU navke Ha PYCCKOM S3biKe yKa3bigaiom: | Ha kapmorHOU nauyke Ha PYCCKOM Si3bike
TOPproeoe HaumeHoBaHne npenaparta o] yKa3aHo. TOproeoe HanmMmeHoBaHue
npeAynpeauTenbHOW MapkupoBkoh ®, MexayHapoaHoe | npenapata c npegynpeauTensHoi
HenaTeHTOBaHHoe HauMeHOoBaHue, AO3NPOBKY, | MapKUPOBKON ®, MEXAYHapoaHoe
d)apmaKOTepaneBquecxylo rpynny, nNeKapCTBEHHYIO HenaTeHToBaHHOe HanmeHoBaHue,
copMy M KONMYECTBO TabneTok B  ynakoBke, | A0O3MPOBKa, thapmakoTepanesTuyeckas
HanMeHoBaHue n coaepxaHue AeVICTByIOLLlerO rpynna, nexkapcTeeHHan cbopma n
BelecTBa B. O4HON Tabnetke, yCcnoBua XpaHeHus, Konu4iecTeo TabneTok B ynaxkoBke,
npeaynpeauteneHble Hannucn «COJJ,ep)KMT J1aKTO3bl HanmMmeHoBaHue n coaepxkanue
MOHOIMAPAT», «XpaHWTb B HEAOCTYNHOM ANA AETEN | AEACTBYIOLUEr0O Bewectsa B OfHON
MecTe», «I'Iepe,u, npumMmeHeHuem npenapaTta 'ra6neTKe, ycnosusa XpaHeHuA,
O3HaKOMbTECH Cc npmnaraemoﬁ MHCprKLWIeﬁ», npeaynpeauwtenbHbie Haanucu «Cop,epx(wr

NaKTosel  MOHoruppart», «XpaHutb B
HeAOCTYNHOM ANs AeTed mecte», «[epes
npUMEHEeHWEM rpenapaTa O3HAaKOMbTECH C
npunaraemoln MHCTpykumei», «MNpuHumate
No HasHa4YeHWo Bpaya», YCNoBuA OTNyCKa,
cnoco6 npuMeHeHWsa, Haagnuck «®» -
3aperncTpMpoBaHHbLIA  TOBApPHbLIA  3HaK»,
HOMEpP CBUAETENLCTBA O perucTpauun
TOBapHOro 3Haka, HOMep PerncTpaLmoHHoro
YA,0CTOBEPEHUS, HAUNMEHOBAHNE AepKaTens
PErucTPaLUMOHHOTO  YAOCTOBEPEHUs, ero
CTpaHa M TOBApHbIA 3HAK (NaTuHUUew),
HauMeHOBaHWe, CTpaHa U TropoA (hUpmMbI-
NpouU3BOAUTENSA, LUTPUX-KOA, HOMEP cepun,
AlaTa UCTEUYEHUs CpoKa FOAHOCTW, LUTPUX-
kos B copmare DataMatrix, rnobanbHbii
WAEHTUPMKALUMOHHEIA  HOMEp  TOproBow
€AVHULE W WHAMBUAYANbHBIA CEPUAHBIN
HOMEpP TOProBON €4UHULIbI.

[HononHumensHO Ha emopu4yHOU ynaxkoeke
(Ha nayke kapmoHHOU) Ha aHanulickom
fA3bIKE YKa3aHO. TOProBoe HaumeHoBaHue
JleKapCTBEHHOTO npenapara,
MeXAyHapoaHoe HENaTEHTOBaHHOE
HanMeHOBaHKe, JO3UPOBKA, NeKapCTBEHHasA
chopma 1 KonmyecTso TabneTok B ynakoske,
Haagnucb «Antiaggregant».
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