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1. | ONMUCAHUE

BusyanbHbii. Kpyrnble ABOSIKOBbINyKNblie Tabnetkn ¢
chackol, NOKPBITHIE MNMEeHo4YHONW OBONOYKON PO30BOro
usera. :

Kpyrnbie aBosikoBbinyknble Tabnerku ¢ dac-
KOIi, NOKPbITEIE NAEHOYHON 0BONOYKON pPo-
30BOrO LIBETA.

2. | NIOANNHHOCTDL

Y®-cnektpothoTomMeTpus. YP-cnektpbl MOrnoweHns
MCRBITYEMOrO U CTAaHAAPTHOrO pacTBopos B obnactu ot
250 20 300 HM JOMKHBI UMETH MaKCUMYMbl NPU OAHUX 1
TEX e ANINHAX BOSH.

BIOXX. Bpems yaepxuiBaHUA OCHOBHOTO NKKa Ha Xpo-
mMaTorpamMmMe WCTbITYEMOro pacTeopa AOMKHO COOTBET-
CTBOBaTb BpeMeHW YAEPXKMBaHWA Nuka knonugorpena
Ha XpomarorpamMme CTasAapTHOrO pactesopa (pasgen
«KonuyecteeHHOe Onpeaenerne»).

Y®-cnektpbl NOrMOLWIEHUA WCNbITYEMOro WU
CTaHfapTHOrO pacTBOPOR B obnactu oT 250
A0 300 HM UMEIOT MaKCUMYMb! MPU OAHNX ¢
Tex Xe ANIMHaX BOMH.

BpemAa yaepXvBaHUA OCHOBHOrO nuka Ha
XpomaTorpaMMe  UCMbITYEMOro  pacTeopa
COOTBETCTBYET BPEMEHM YAEPXKUBAHUA NUKA
Knonugorpena Ha Xxpomarorpamme CTaH-
papTHoro pacreopa (paspen «Konuue-
CTBEHHOE ONnpeAeneHue»).

3. | CPEQHAA MACCA

re Po, 09C.1.4.2.0009.15.

Ot 248,56 50 263,94 mr (256,25 mr t 3,0 %). 258,43 wr (+0,9%)
4. | PACTBOPEHUE Fre PO, 09C.1.4.2.0014.15, (98%)
Y& — crniektpothoTOMETPUA. 97%
He menee 80 % (Q) oT 3anaBneHHOro KonuyecTea knonu- 98%
porpena yepes 30 MAHYT. 98%
98%
98%
98%
5. | POOCTBEHHLIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %, 0,08%
npumeck C — He Gonee 1,5 %,; He o6HapyxeHo
efVHUYHAn HeugeHTUULUMpoBaHHaa npumeck — He Go- 0,04%
nee 0,2 %;
cyMma npumecen — He Gonee 2,5 %. 0,12%
6. | BOOA ' PO, 09C.1.2.3.0002.15, MeToa K. duwepa.
He 6onee 7,0 %. 1.5%

7. | MMKPOBUOJTIOTMYECKAA

YUCTOTA

r® Pd, 09C.1.2.4.0002.18, kaTeropusi 3A.

O6Liee Yncno aspobHBIX MUKPOOPraHU3MOB - He Gonee
10° KOE B 1 r (Mn);

O6Liee 4YUCNO APOMOKEBLIX W MNECHEBbIX rpuboB: He
Gonee 10° KOE B 1 r (Mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1 r

Escherichia coli: otcytcteue B 1 r (mn). He obHapyxero
8. | OOHOPOOHOCTDL ro PO, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHKA AV £ 15,0 % (n = 10), ecnun ycriosue He BLINOAHAETCS,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuue- AVio=8,9%
CTBEHHOE COAEPXaHWE KNonuaorpena AOSHKHO Haxo-
AuTbeA B yHTepeane 0,75-M — 1,25-M.
9. | KONMYECTBEHHOE B3XX. Ot 71,25 no 78,75 mr knonugorpena (ot 95,0 % 74,11 mr
OMPEOENEHUE o 105,0 % OT 3asBNEHHOrO KOnu4ecTsa) B oaHol Tab- (98,8%)

neTke.

10. | YIAKOBKA

Mo 10 Tabnetok B KOHTYPHYIO SYENKOBYIO YMAKOBKY
(6nucTep) U3 NNEHKU NONMMUBUHUIIXIOPUAHOW U hONbrU
anIOMUHNEBOK MMM B KOHTYPHYIO AYENKOBYIO YNakoBKY
(6nmnctep) U3 nnexku NBX/MBOX u cdonbrn anomuxne-
BOM.

Mo 3 unn 6 KOHTYPHBIX AYEKOBbIX ynakosok (Bnucre-
poB) unun no 1 H6aHke BMECTE C UHCTPYKLUEn no npume-
HEHMIO B NaYKy KapTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO SYEKOBYIO
ynakoBky (6nuctep) u3 nnexkn NBX/TBOX n
| onbru anioM1MHUeBoN.

Mo 3 KOHTYPHBIX SYEKOBLIX YNakoBOK (6nu-
CTEPOB) BMECTE C UHCTPYKUMEA NoO npume-
HEHMIO B NaYKy KaPTOHHYIO.

11. | MAPKUPOBKA

lMepsuyHas ynakoeka :

Ha xoHmypHoU svelikoeoll ynakoske (brnucmepe) Ha
PYCCKOM $i3bIKe YKa3bleatom. TOpProBoe HammeHoBaHue
npenapata ¢ NPeAynpeauTenbHON Mapkuposkol ®,
MEXAYHaPOJHOE HenaTeHTOBaHHOE HavMEeHOBaHWe 1
[O3NPOBKY (HAa pPYCCKOM W aHrNWIACKOM  A3biKax),
nekapcTeeHHylo OpMy, HaMMeHOBaHWe  TOBapPHbIN
3HaK (naTuHWUER) pjepxaTens  perucTpauuoHHOro
YAOCTOBEPEHUA, HOMEP cepui, AaTy UCTEYEHUs cpoka
rOAHOCTN.

Mepsuynasi ynakoexa

Ha koumypHoi  syelikosol  ynakoske
(6nnucmepe) Ha PYCCKOM S3bIKE yKa3aHo:
TOProBoe HaWMEHOBaHue nipernapaTta c
npeaynpeanTenbHON  Mapkuposkot  ®,
MeXAyHapoaHoe HenaTeHToBaHHOe
HavMeHOBaHWe W JO3MPOBKa (HA PYCCKOM 1
AHIMUACKOM  A3bIKaX), nekapcTBeHHas
opma, HaMMeHOBaHMe TOBAapPHLIA 3HaK
(naTuHuLen) aepxxatens perncTpaynoHHoOro
YAOCTOBEpEHUA, HOMEp cepun, Aara

NCTe4YeHNA CPOKa roAHOCTU.




«MpUHMMATE NO HasHAYEHWO BpaYay, YCnoBKua oTnycka,
cnocob NpMMEHEHUS, HaaNuch «®» -
3aperncTpUpoBaHHbIii  TOBapHbLI  3HAaK»,  HOMEp
CBUAETENLCTBA O pEerucTpauun TOBapHOro 3Haka,

HOMEp permcTpaunoHHOro YAOCTOBEPEHUS,
HanMeHoBaHNe aepxarens PErMCTPaLMOHHOrO
YAOCTOBEPEHWs, €ro CTpaHy W TOBapHbIl 3HaK

(naTuHuueil), HauMeHoBaHue, CTpaHy 1 ropos, thUpMbI-
NpOM3BOAUTENA, LUTPUX-KOA, HOMEP cepwuu, AaTty
WCTEYEHUs CPOKa FOAHOCTW, LWTpUX-kKOg B dopmaTte
DataMatrix, rnofanbHblii MAEHTUUKALMOHHBIA HOMEp
TOProBOW €AMHULULI W  UHAMBUAYANbHBIA CEPUNHBIN
HOMEP TOProBOW eANHULbL.

HononHumenbHo Ha emopuyHOl ynakoeke (Ha navke
KkapmoHroU) Ha aHenulickoM £3blke yKasbieéalom:
TOProBOe HauMEHOBaHWEe NeKapCTBEHHOrO npenapara,
MEXAYHApPOAHOE HEenaTEeHTOBaHHOE HauMeHOBaHue,
LO3NPOBKY, NEKapCTBEHHYIO ¢opmMy U KOMWUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».
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Ne HaumeHoBaHue
nln nokazaTens Tpe6osanus HO Pe3ynbTathl aHanusa
Bmopuy4Has ynakoska BmopuyHas ynakoska
Ha kapmorHOUi nayke Ha PYCCKOM f3blKe yKaabisaiom: | Ha xapmoHHOU nayke Ha pPYCCKOM SA3biKe
TOoproeoe HanmeHoBaHue npenaparta Cc yKa3saHo. Toproeoe HanmMeHoBaHune
npeAynpesuTenbHON MapkupoBKkoi ®, MexayHapoaHoOe | npenaparta c npeaynpeauTensHo
HenaTeHToBaHHOe HanmeHoBaHwe, AO3NPOBKY, Mapxmposxoﬁ ®, MexyHapoaHoe
d)apmaKOTepaneBqueCKylo rpynny, neKapCTBEHHYIO HenareHTosaHHOe HanmMmeHoBaHune,
copmy u konuyecTBo Tabnetok B ynakoBke, | AO3MPOBKA, thapmakoTepanesTuyeckan
HanmeHoBaHue n coaepxanue AeVICTByIOLLleI’O rpynna, neKkapcTBeHHan q»opma n
BEWECTBA B OAHOW Tabnetke, yCnoBuA XpaHeHus, KonnyecTso Tabnetok B ynakoBke,
npeaynpeauteneHele Haanucu «Co,qepmwr NaKTo3bl HanmeHoBaHue ] coepXaHune
MoHorugpar», «XpaHVITb B HeAOCTYNnHOM pAnA p,eTe|7| AeﬁCTBylomero Bewecrsa B OAHOW
MecTe», «I'Iepe,q npumMmeHeHunem npenapara Ta6neTKe, ycnosusa XpaHeHuA,
03HaKOMbTECH C  Mpunaraemon VHCTpYKUMEl», | npegynpeautencHele Hagnucn «CoaepxuT

NaKTo3bl  MOHOrMAPaT», «XpaHUTb. B
HeAOCTYNHOM ANA AeTel mecte», «[lepep
NpUMEHEHNEM NpenapaTa O3HAKOMbTECh C
npunaraeMoit UHCTpyKuuen», «Mpusumars
Mo HasHa4YeHuWio Bpava», YCNoOBWUA OTNYyCKa,
cnoco6 npumeHeHus, Haanuce «®» -
3aPETUCTPUPOBAHHBLIA  TOBAPHbLIA  3HAK»,
HOMEp CBMAETenLCTBa O perucTpaunu
TOBapHOro 3Haka, HOMep perncTpPauuoHHOro
YAOCTOBEPEHUA, HAMMEHOBaHNE AepXaTtens
PEerucTpaumMoHHOro  YAOCTOBEPEHNA, €ero
CTpaHa ¥ TOBapHbI 3HaK (NaTWHULER),
HauMeHOoBaHWe, CTpaHa W TopoA UPMbI-
MPOM3BOAMTENSA, LUTPUX-KOA, HOMEP cepuu,
paTa WCTEYEHMs cpoka FOAHOCTH, LUTPUX-
xoa B chopmate DataMatrix, rno6anbHbI
MASHTU(UKALWOHHLIA  HOMEpP  TOProBOiA
€AVHULUBI M WHAWBUAYaMNBHBLIA CEepUiHbINA
HOMEP TOProBOW €4 UHULIbI.

HononHumensHo Ha 8MOPUYHOU ynakoeke
(Ha na4ke kapmoHHOU) Ha aHenuickom
A3biKe YKa3aHO: TOProBOE HaumeHoBaHue
nEeKapCTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWe, A,03UPOBKA, NEKapCTBEHHas
hopma 1 KONM4ecTBO TabneTok B ynakoBke,
Haanuck «Antiaggregant».

12. | CPOK rogHOCTH
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FeHepanbHbIA AUPEKTOP:

CoorsetcTByeT TpeboBaHusm J1M-006376-290720, nam. Net, 2, 3, 4
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