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Ne HanmeHoBaHue

ailn nokasatensi Tpebosanua HO PesynbTarbl aHanusa

1. | ONMUCAHUE BuayanbHbiit. Kpyrnoie aBosikoBbinyknble TabneTkn ¢ | Kpyrnbie asoskosbinyknble Tabnetku ¢ cac-
chackoii, MOKPLITHIE MAEHOYHO OBGONOYKON PO3OBOTO | KOMW, NOKPLITHIE NNEHOMHON OOOMOuKON po-
uBeTa. 30BOrO LBETA.

2. | NOANTMHHOCTb Y®-cnektpooTOMeTpUA. YO-CnekTpel NOMMOWEHNA | Y®-cnekTpbl NOTAOWEHUS UCMBLITYEMOro M
MCNLITYEMOro M CTaHAAPTHOrO pacTBOPOB B 06MacTu OT | CTaHAApTHOro pacTteopos B obnactu ot 250
250 5,0 300 HM AOMKHEI UMETHL MaKCUMyMbI NPW OAHUX U | A0 300 HM UMEIOT MaKCUMYMbI NPU OAHUX U
Tex e ANWHaX BOMH. TeX e ANUHAX BONH.

B3XX. Bpems yaepxuBaHusi OCHOBHOrO Nnuka Ha xpo- | Bpems yaepxuBaHWA OCHOBHOrO nuka Ha
maTorpaMme NCMbITYEMOro PacTBopa AOMMKHO COOTBET- | XpOMaTorpaMme  UCTbITYeMOro pacteopa
CTBOBaTb BPEMEHM YAEPXUBaHMA MUKa KINONUAOTPEna | COOTBETCTBYET BPEMEHU YAEPKUBaHMA nka
Ha XxpomaTtorpaMme CTaHAapTHOro pacteopa (paspen | Knonuporpena Ha Xpomarorpamme CTaH-
«KonuuectBeHHOE ONpejeneHne»). AapTHoro pacteopa (pasgen «Konuve-
CTBEHHOE onpejeneHue»).
CPEQHAA MACCA e Po, 09C.1.4.2.0009.15.
OT 248,56 80 263,94 mr (256,25 mr 3,0 %). 259,69 mr (+1,3%)
4. | PACTBOPEHUE Fo PO, 09C.1.4.2.0014.15, (97%)
Y® - cnekrpocdoTomMeTpUs. 100%
He meHee 80 % (Q) or 3asaBfieHHOro konuyecTea knonu- 100%
porpena yepes 30 MUHYT. 97%
97%
96%
93%
5. | POOCTBEHHbIE BIOXX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,08%
npumeck C — He Gonee 1,5 %; He o6HapyxeHo
eAUHNYHAA HenaeHTUULMPOBaHHasA nNpuMeck — He 6o- 0,04%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,14%
6. | BOOA F® P®, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He Gonee 7,0 %. 1,5%
7. | MUKPOBUOSIOMMYECKAA | MP PP, O®C.1.2.4.0002.18, kaTeropus 3A.
YUACTOTA O6Lee uncno aspobHbIX MUKPOOPraHU3mMoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 1 (Mn);
Obliee unucno APOXOKEBLIX W MNEecHEBbIX rpuboB: He MeHee 10 KOEB 1 1
Gonee 10> KOE B 1T (mn);
Escherichia coli: orcytcTBue 8 1 1 (mn). He obHapy»eHo
8. | OAHOPOOHOCTbL TFo PO, 09C.1.4.2.0008.18, cnoco® 1.
NO3UPOBAHMUA AV £ 15,0 % (n = 10), ecnu ycnoene He BbINOMHAETCS,
T0 AV < 15,0 % (n = 30), n ans 30/30 TabneTok Konnue- AV10=5,1%
CTBEHHOE COJepXXaHWe KIOMMAOorpena AOMKHO Haxo-
AnTbCA B MHTepeane 0,75-M —1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 74,79 Mr
OMPEQENEHWE A0 105,0 % OT 3aABNEHHOro Konu4ecTsa) B ofHON Tab- (99,2%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYIO AYelkoBylo ynakoeky | Mo 10 TaBneTtok B KOHTYPHYIO S4EWKOBYIO
(6nncTep) M3 NAEHKU NONUBUHUNXNOPWAHONW M donbru | ynakoBky (6auctep) us nnenku NMBX/MBAX u
anioOMUHNEBON UMM B KOHTYPHYIO AYEMKOBYIO YNakoBKy | (hosibrn anioMUHNEBON.

(6nuctep) n3 nnexHkn NBX/MBAX n donbru aniomuHne-

BOIA.

Mo 3 unn 6 KOHTYPHBIX AYENKOBLIX ynakosok (6nucte- | Mo 3 KOHTYPHBIX AYEIKOBBLIX YnakoBoK (6nu-
POB) unu no 1 6aHke BMecTe C MHCTPYKUKEN NO NpuMe- | CTEPOB) BMECTE C MHCTPyKUMEl no npume-
HEHUIO B NaYKy KapTOHHYIO. HEHMIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA TNepsuyHas ynakoeka IMepeauy4Has ynakoska )

Ha - koHmypHol aqelikosoll ynakoeke (6nucmepe) Ha | Ha koumypHol  svelikosoll  yrnakoske
PYCCKOM AI3bIKE yKa3blealom: TOProBoe HaumeHoBaHwe | (brucmepe) Ha PYCCKOM f3blke yKasaHo:
npenapata ¢ npeaynpeauTensHoi mapkuposkol ®, | ToproBoe HaumeHoBaHMe npenapaTta €
MEXAYHapOAHOE HEeNaTEHTOBAaHHOE HaUMEHOBAHWE W | NpeaynpeAuTEenbHOW  Mapkuposkoih  ®,
AO3MPOBKY (Ha PYCcCKOM M aHrMMWACKOM fi3blkax), | MexayHapoaHoe HenaTeHTOBaHHOe
NEKapCTBEHHYI0 hOpMy, HaUMeHOBaHWE  TOBAPHbI | HaUMeHOBaHME M J03MPOBKA (Ha PYCCKOM U
3HaK (NaTMHUUEN) AepxaTensa PErvuCTPaLNOHHOTO | aHIANMACKOM  A3biKax), nekapcTeeHHas
YAOCTOBEPEHNS, HOMEP Cepuu, AaTy UCTEYEHUs! cpoka | dopma, HaumeHOBaHME  TOBapHLIN 3HaK
rofHocTh. (naTMHULEN) aepxaTens perucTpauuoHHOro
YAOCTOBEpEHUSi, HOMep cepun, Aata
NCTEYEHUS! CPOKa FOAHOCTH.
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BmopuyHas ynakoeka

Ha kapmoHrHOUi nayke Ha PyCCKOM si3blKe yKasbleaiom:
TOproeoe HaumeHoBaHue npenaparta c
npeaynpeautensHoi mapkupoBkol ®, mexayHapoaHoe
HenaTeHTOBaHKOe HauMEHOBaHMe, [,031POBKY,
cthapMakoTepaneBTUYECKyI0  pynny, NEeKapCTBEHHYIO
copMy u  KkonmyecTBO TabneToK - B  YNakoBeke,
HaUMEHOBaHNE WU coAepxaHue  AewcTsyiollero
BellecTBa B OAHOIW Tabnetke, YCNoBUA XpaHEHWA,
npeaynpeautencHole Hagnucu «CopepXxuT NakTosbl

MoHOruapaTy», «XpaHuTb B HEAOCTYNHOM ANA AeTen
mMecTey, «Mepea npuMeHeHnem npenaparta
O3HAKOMbTECH C  MpUNAaraemMoll  WHCTPYyKUMein»,

«MpWHUMaTL NO Ha3HAYEHUIO BpaYa», YCOBUA OTNYCKa,
cnocob NPUMEHEHUS, Haanucb «®» -
3aperucTpupoBaHHbIl  TOBApPHbIA  3HaK»,  HOMep
cBMAETENbCTBA O PperucTpauuu TOBapHOro 3Haka,
HOMEp perucTpaunoHHoro YA4OCTOBEPEHUS,
HaMMEHOBaHKe pepxarens perucTpayuoHHoro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbilt 3Hak
(naTuHuUel), HaumeHoBaHue, CTpaHy 1 ropos hUPMbI-
NPOV3BOAUTENS, LUTPUX-KOA, HOMEP cepuyn, jaTy
WCTEUEHUA CpoKa TOAHOCTM, WTPUX-KOf B chopmare
DataMatrix, rnofanbHblii MASHTUMDUKALUOHHBIA HOMED
TOPrOBOM E€AMHMUBI M  WHAWBMAYANbHbIA CepPUiiHbIA
HOMEP TOProBOA 4 UHNLIbI.

HononHumensHo Ha emopuy4HOll ynakoske (Ha nadxe
KapmorHol) Ha aHenulickoM A3biKe = yKasblearom:
TOProBOE HaMMEHOBaHWe NeKkapcTBEHHOro npenapara,
MEXAYHapOLHOE HEenaTeHTOBaHHOE HaumeHoBaHue,
AO3NPOBKY, NEKAPCTBEHHYID hOPMY M  KOSIMYECTBO
TabreTok B ynakoeke, HaaNMCh «Antiaggreganty.

BmopuyHas ynakoeka

Ha kapmoHHOU navke Ha DYCCKOM $13biKe
yKasaHo: TOprosoe HaumeHoBaHwe
npenapara c npeaynpeauTenbHoO
MapKUpOBKO# ®, MeXayHapoaHoe
HenaTeHTOBaHHOE HanmeHoBaHue,
AO3MPOBKA, thapmakoTepanesTuyeckas
rpynna, neKkapcTBeHHan chopma n
konuyecteo  Tabnetok B ynakoBke,
HauMeHoBaHue ] copepxanme
AeiicTRylollero  BelectBa B OAHON
Tabnetke, ycnoBusi XpaHeHus,
npeaynpeguTensHeie Haanucn «CoaepxuT
NaKTosbl  MOHOTWApaT», «XpaHWTe B
HeAOCTYNHOM Ans AeTedt mecte», «[Mepep
NPUMEHEHNEM Npenapata O3HAKOMbTECh C
npunaraemoii MHCTpyKunen», «Mpusumartb
N0 HasHa4YeHWIo Bpaya», YCNOBUSA OTMYCKa,
cnocob npumeHeHus, Hagnuck «®» -
3aPErMCTPUPOBAHHLIA  TOBAPHBIA  3HAK»,
HOMep CBMAETENbLCTBA O perucTpauuu
TOBapHOro 3HaKka, HOMEP PerucTPaLMOHHOIo
YAOCTOBEPEHUS, HAMMEHOBaHNe AepaTtens
pPerucTpaumnoHHOro  YAOCTOBEPEHUsi, €ero
CcTpaHa W TOBapHbIA 3HaK (NaTuHULEn),
HauMeHOBaHwe, cTpaHa n ropos uUpMbl-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP cepum,
LaTa UCTEYEHUA CpoKa rogHOCTH, LUTPUX-
kog B chopmarte DataMatrix, rnoGanbHblit
UAEHTUUKALIMOHHBIE  HOMEp  TOProeo
€AVHMLBI U WHAMBUAYANbHBIA CEePUAHBIA
HOMEp TOProBON eaUHNLLL.
HfononHumensHO Ha 8MOPUYHOU YNaKoeke
(Ha nayke KapmMOHHOU) Ha aHa/IulUCKOM
S3bIKe YKa3aHO: TOProBoe HaWMEHOBaHue
neKkapcTBeHHOro npenapara,
MEXAyHapoaHoe HENaTeHTOBaHHOE
HauMeHOBaHVe, AO3UPOBKa, NleKapcTBeHHasn
chopma 1 KONMYeCcTBO TabneTok B ynakoBke,
Hagnucb «Antiaggregant».

12. | CPOKIrogHOCTH
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