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Ne HanmeHoBaHWe R TpeGosanua HO PeaynbTaTh) aHanu3a
nin nokKasatens !
1. | ONUCAHUE BuayaneHbil. Kpyrneie aEosAKoBbINyKnbie TabneTkw c | Kpyrnbie ABOAKOBLINYKNbIE Tabnetkn ¢ dac- |
thackoih, NOKpLITEIE NNeHodyHod oBOonNoYKoi po30BOre | KOM, NOKPBITHIE NNEHOYHOW 0GONOUKOA po-
ysera. 30BOFO LEETA. 1
2. | NoANUMHHOCTE Yd-cnekTpodoToMeTpUA. YO-CNekTpbl  NOMNOWEHWA | Y®d-cnekTpbl MOFIOLWEHWS UChBITYeMoro W

UCMBITYEMOrQ U CTAHAEPTHOMO pacTecpoB B obnactu ot
250 po 300 HM JOM¥KHBEI MMETE MEBKCUMYMb! AIPK OQHUX 1
TeX e ANNHaX BOMNH.

B3XX. Bpema yaepxuMBaHua OCHOBHOrC AMKa Ha Xpo-
MaTorpamMMe WUCNbITYEMOrO PacTBopa ACMKHO COOTBET-
CTBOBaTe BPEMEHN YAEPHKMBAHWA NUKE KIONWAOMENa
Ha XpOMaTorpaMmme CTaHAapTHoro pacrteopa (pasaen
«KonnyecteeHHOR onpeaeneHues).

CTaHAAPTHOrO pacTeopoe & oBnactu ot 250
A0 300 HM KMEIOT MaKCUMYMBI NPW O4HWUX #
TeX Xe ANUHEX BONH.

Bpems YASPHUBAHWA OCHOBHOMO NWKa Ha
XpomarorpaMme  UCNLITYEMOrQ  pacTeopa
COOTBETCTEYET BPEMEHN YAEPKNBAHNA NKUKa
KMOMMAOrPENa Ha XpomarorpamMme CTaH-
AapTHoro pacTBopa (paspen  «Konwde-
CTBEHHOE ONpeieneHue»).

3. | CPEQHAA MACCA D P, OBC.1.4.2.0009.15.
L OT 248,56 A0 263,94 mr (256,25 mr + 3,0 %), 255,86 mr (-0,2%)
4. | PACTBOPEHUE: ro Po, 0PC.1.4.2.0014.15, (98%)
e - — Y@ — cnexTpogoTOMETPUA, 98%
He meHee 80 % (Q) OT 3aABNEHHOMC KOFIMHECTBA KNONWU- 98%
Aorpena yepes 30 MUHYT. 94%
94%
98%
103%
5. | POACTBEHHLIE BIKX.
NMPUMECH fpumeck A — He Gonee 1,2 %; 0.10%
npwmeck C — He Gonee 1,5 %,; 0,03%
eANHUYHAA HenaeHTUdUUMPOBaHHAA Npumeck — He Go- 0,01%
nee 0,2 %;
| cymma npumecen - He Bonee 2,5 %. 0,14%
6. | BOOA o PP, O9C.1.2.3.0002.15, meTon K. Puwepa.
He Gonee 7,0 %. 1.4%

7. | MUKPOBUONOIMYECKAA | F® PP, O®C.1.2.4.0002.18, kateropua 3A.
YACTOTA ObwWee yucno a3pobHLIX MUKPOOPFAHU3MCB - He Gonee
10° KOE & 1 r {mn);
OBblee uNCNO LPONCKEBBLIX W NNecHeBblX FpuboB: He
tonee 10° KOE B 1 r (mn);
Escherichia coli: oTeyTeteme B 11 imn).

MeHee 20KOEB 1T
MeHee 10KOEB 1T

He ofHapy#eHo

8. | OAHOPOOHOCTE F® PP, O®C.1.4.2.0008.18, cnoco 1.
AO3UPOBAHUA AV < 15,0 % {n = 10), ecnn ycnosue He BuINONHAETCH,
T0 AV < 15,0 % (n = 30), n gna 30/30 TabneToK konuue- AVo=6,4%
CTBEHHOE COAEepXaHue KIONWACTPEeNna [OMKHO Haxo-
| AWTkEA B wHTepsane 0,75-M — 1,25-M.
9. | KONWYECTBEHHOE BIKX. O1 71,25 go 78,75 mr knonugorpena (o1 95,0 % 74,48 mr
ONPEAENEHUE A0 105,0 % OT 3aABNEHHONO KONMUYECTBA) B OAHON Tab- {99,3%)
neTke.
10. | YDAKOBKA Mo 10 TabneToKk B KOHTYPHYK SdeikoBylo ynakoBky | Mo 10 Tabnetok B KOHTYPHYIO AYeWKOBYIO

(6nucTEp) M3 NNeHK NONMBHHUMXNOPUAHOR W honbIM
ANIOMUHNEBOA WNW B KOHTYPHYID SMEHKOBYIO YNAKOBKY
(Enucrep) us nnexkn MBXMBAX v choner anioMuHne-
BOW.

flo 3 unn 6 KOHTYPHBIX AYeRKoBbIX ynakoBoKk (BnucTte-
poB) unu no 1 6aHKke BMECTE G MHCTRYKUMEN No npume-
HEHWIO B RAMKY KAPTOHHYH.

ynakosky (6nuctep) us nnexku NMBXMBAX u
hONLM aNOMUHNEBORA.

Mo 3 KOHTYPHLIX AYERKOBBIX ynakosok (Bnu-
CTepoR) BMECTe C UHCTPYKUMei no npume-
HEHWIO B Nayly KAETOHHYIO.

11. | MAPKUPOBKA Mepsuyran ynaxoaxa

Ha wxomwmyprol svelikosoil ynaxoske (Gnucmepe) Ha
PYCCKOM S3bIKE YKa3bI8arom:. TOProBoe HauMmeHoBaHne
npenapata ¢ NpeAynpeanTencHoi mapkuposkoil ®,
MEMAYHApOAHOS HENaTeHTOBAHHOE HAWMEHOBaHwe W
AC3MPOBKY (H2 PYCCKOM 1 AHFMWACKOM  A3biKax),
nexapcTBeHHyl0 (OpMY, HaUMEHOBaHWE  TOBAPHLIN
3HaK  (MaTUHWUER) AepWKarens  PerucTpaunoHHOro
YAOCTOBEPEHWUS, HOMED CepuW, AaTy UCTEYEHWs Cpoka
TOAHOCTH. ‘

fepauvnan ynakoeka

Ha koumypHoli  suelikosoll  ynakosxe
(briucmepe) Ha PYCCKOM H3bIKE YKa3aHo:
TOProBOE H2UMEHOBaHwe npenapata ¢
NpegynpeanTEn:sHOl  mapkupoekodt  ®,
MEXEYHEPOAHOS HenaTeHToBaHHO:
HEMMEHOBAHWE W AQ3MPOBKA (HA PYCCKOM W
AHIMMACKOM  A3bIKEX), NneKkapcTseHHan
chopmMa, HauMeHOBAEHME  TOBapPHLIA 3HEK
{(naTwHULEN) AEPKATENA PErMCTPaLMOHHOrD
YAOCTOBEpEHUn, Homep cepuu, Aara
METEYEHUA CPOKA TOAHOCTI.




&MMPUHUMATL MO HASHAYSHWIO BPayay, YCNOBUA OTMYCKa,
cnocob npUMEHeHWs, HAAMMCh «B» -
FAPErUCTPUPOBAHKHEIN  TOBAapHLI  3HAK»,  HOMEp
CBMJETeNbCTSa © perucTpaukk TOBEPHOTS  SHEKA,
HOMEp PErMCTRaLNOHHOIO YAOCTOBEPEHUA,
HanMeHoBaHHUe Aepxarens PErucTpaLuoHHOro
YAOCTOBEPEHMA, - €rQ CTPaHy W TOBapHblil  3HaK
(naTvHMLEl}, HaWMEeHOBaHWe, CTPaHY W ropod upmbl-
NPOM3BOAMTENA, LITPUX-KOA, HOMEp Ccepuw, Jarty
VCTEYMEHNA CPOKA TOGHOCTW, WITpWX-koA B dopmate
DataMatrix, rnobanbHeld MAEHTMRUKALMOHKLIA HOMEp
TOProBol EeAMHNUE W WHAWBUGYaNbHbIA CepuiiHbIN
HOMEp TOprosoi e MHUL L.

HononHumensHe Ha emMoOpUYHOL yrakoske (Ha rnauxe
KapmonHoU) Ha aHaNUOCKOM A3bIKe  YKa3bigarm:
TOProBOE HaUMEHOBAHAE NEKAPCTBEHHOTO Npenapara,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBaHve,
AO3MPOBKY, AEeKapcTBeHHyw ¢opMy W KONU4ECTBO
TabneTok B ynakoBke, HaANNce «Antiaggregant».

| _Haanuck «Antiagoreganty.
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Ne HaumeHoBaHWe
nin no¥asaTons Tpebosanmua HO PeayribTathl aHanwsa
Bmopuynasi ynaxoeka Bmopuyran ynakoska
Ha xkapmoHHOU Navke Ha PYCCKOM A3bike yKkaseieaom: | Ha xapmoHHOL nayke Ha PYCCKOM S3bike
TOProBoe HaumeHoBaHve npenapara ¢ | yxazano: TOprosoe HauMeHoBaHWe
npeaynpeanTensHON MapkupoBkoi ®, mexayHapoaHoe | npenapara c npeAynpeauTensHONR
HenaTeHToBaHHoe HavmeHOoBaHVE, AOSNPOBKY, | MapKWpPOBKORA ®, © MeXZYyHapoAHOe
thapMakoTEPaNeBTUYECKYIO TPYNRy, REKAPCTBEHHYKD | HenaTeHTOBaHMOEe HauMeHoBaHWe,
copMy M konudecTee TabneTok B ynakoBKe, | A03MPOBKA, ¢thapmakoTepaneeTUIecKas
HaUMeHOBaHWe W COAEpPKaHWe  AEfAcTsyloWero | rpynna,  HekapctBendan  copma "
BewecTsa B OJHOA TabGneTke, YCNOBMA XPaAHEHWA, | KONMMECTEO  TabneTok B YNaKkoBKe,
npeaynpeauTencHse  Hagnmon «COoBepkiT FRakTo3bl | HavuMeHoBaHwe ] cogepxaHne
MOHOMMAPAT», «XpaHuTb B HEACCTYNHOM ANA AeTell | AefcTBYIOLIEro Bewectsa &  OAHOM
mecrte», «Mepeg TIpYMEHEHNEM npenapata | TabneTke, YCIOBIWA XpaHeHus,
O3HAKOMBTECL C  NpuUnaraeMod  WHCTpYKuwel», | NpeaynpeauTensHele Hagnucn «CoaepxuT

NakTossl  MOHOMMApaT», «XpaHwTe B8
HegoCcTyNHOM AnAa geTeit mecten, «lepen
NpUMEHeHVeM Npenaparta O3HaKOMbTeCk C
npunaraemol wHCTpykuued», «TpuHiMaTe
NO HA3HAYEHWIO Bpauax», YCNOBWA OTNYCKa,
cnocob npuMeHeHwWs, Hagnwee «®» -
32APErNCTPUPOBAHHEIA  TOBAPHLIA  3HaK»,
HOMEpP CBMAETENLECTBA © PErucTpauun
TOBAPHOrO 3HaKa, HOMEP pPerMcTpaLMoHHOre
YAOCTOBEPEHWUA, HAUMEHOBaHWE AepXaTens
PEMMCTPAUMOHHOTO  YAOCTOBEREHWS, ero
cTpaHa W TOBapHLIA 3Hak (naTUHULER),
HaNMEHOBaHWe, CTpaHa W FOpop UPMbI-
NPOK3BOANTENS, LUTPUX-KOA, HOMED CEepuu,
AaTta UCTEMeHWR CPoKa TOAHOCTH, WTPUX-
koa B chopmate DataMatrix, rnoBaneHeli
WACHTUPMKALMOHHBIA  HOMep  TOpToBOR
eAMHULL W WHAMBWAYARBHBIR CEePNAHBIA
HOMED TOPIOBOW eanHuUbI.

Horonrumensro Ha smopuqHoll yriakoexe
(Ha nayxe KapmoHHOU) Ha aHenuicKkom
A3bIKE YKa3aHO. TOProBoe HaMMEHOBaHue
JNeRapcTBEHHOro npenapara,
MENKIYHAPOAHOS HEeNaTeHTOBAHHOe
HauMeHOsaHWe, AC3UPOBKA, NeKapCTBeHHanA
thopMa u xonruecTBo TABNeTOK B YNaKoBKe,

12. | CPOKFOAQHOCTH | 2ropa CooTeeTCTRYST
/’f@:b .
3akniouenune: CooTBetcTByeT TpeGoBaHUAM nn-oqazm:@m, W3y, N1, 2,3, 4
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