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b HEMMEHORAHNE Tpe6osanua HA PesynbTatbl aHanu3a
n/n nokasaTtensi
1. | ONMUCAHUE BusyaneHbiit. Kpyrnsie aoskosbinyknsie Tabnetku ¢ | Kpyrnele gBoskoBbINyknbie TabneTku ¢ dac-
hackoil, NOKPbLITbIE NNEHOYHOW OBONOYKO/A PO3OBOrO | KOW, NOKPLITLIE NAEHOYHOW 0BO0MOYKOW PO-
uBeTa. 30BOrO LBETA.
2. | NIOANTUHHOCTb Y®-cnektpodoTomeTpusi. Yd-cnektpbt nornoweHus | Yd-cnektpodoTomeTpus. YP-cnekrpbl no-
‘ MCNBITYEMOro U CTaHAAPTHOrO pacTBOpoB B 06GNacTy OT | rMOLWEeHUA WCNBITYEMOro © CTaHAapTHOrO
250 g0 300 HM AOMKHBI UMETb MakCUMYMbl NPU OAHNX U | pacTBOpoB B obnactu ot 250 go 300 Hm
Tex e AfNHaX BOSH. MMEIOT MaKCUMYMbl NpPU OAHMX U TEX Xe
ASINHAX BONH.
B3XX. Bpems yaepxuBaHus OCHOBHOro nuka Ha xpo- | BAXKX Bpemsa ypepxusaHns OCHOSHOMO nu-
maTorpamMmMe WCNbLITYEMOrO pacTBopa JOJDKHO COOTBET- | K& Ha XpomaTorpamMMme WCMbITYEeMOro pac-
CTBOBaTb BPEMEHW. YAEPXUBAHUA NWUKa KNONWAorpena | TBOpa COOTBETCTBYET BPEMEHW YAepXuBa-
Ha XpoMaTorpamme CTaHAAPTHOTO pacTeopa (pasjaen | HUA NUKa Knonuaorpena Ha xpomaTorpamme
«KonuyecTeeHHOE OnNpeAeneHne»). cTaHgapTHoro pactsopa (pasgen «Konuue-
CTBEHHOE OnpejeneHue»).
3. | CPEOHAA MACCA e PO, 0O9C.1.4.2.0009.15.
: OT 248,56 po 263,94 mr (256,25 mr + 3,0 %). 258,44 wr (+0,9%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (101%)
Y®-cnekTpodoToMeTpUA. 98%
He meHee 80 % (Q) oT 3aABNeHHOro konuyecTea Knonu- 102%
aorpena yepes 30 MUH. 103%
99%
100%
102%
5. | POOCTBEHHLIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,07%
npumeck C — He Gonee 1,5 %; 0,18%
€AVHUYHAA HeuaeHTMDULMpoBaKHasa npumecb — He 6o- 0,02%
nee 0,2 %;
cymma npumecei — He Gonee 2,5 %. 0,29%
6. | BOOA re Po, 09C.1.2.3.0002.15, meton K. Puwepa.
He Gonee 7,0 %. 0,7%
7. | MUKPOBUONOTMYECKAA | M PO, 09C.1.2.4.0002.18, kateropun 3A.
YUCTOTA Ob6uwee uncno aapobHLIX MUKPOOPraHU3Mos - He Bonee Meree 20 KOEB 1 1
10°KOEB 11 (Mn);
O6wee 4ncno JpoXOKEBLIX M MAECHEBBLIX rPuboB: He Menee 10 KOEB 11
6onee 10> KOE B 1 1 (Mn);
Escherichia coli: otcytctBue B 1 r (Mn). He obHapy#xeHo
8. | OOHOPOOHOCTb ro Po, 09C.1.4.2.0008.18, cnoco® 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
T0 AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AVi=4,9%
CTBEHHOE COAEepXaHWe Krnonugorpena AOMKHO Haxo-
AuTbeA B MHTepsane 0,75-M - 1,25-M.
9, | KOFINYECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonuaorpena (ot 95,0 % 74,59 mr
ONPEOENEHUE A0 105,0 % oT 3aABNEHHOro KoNU4ECTsa) B OfHOM Tab- (99,5%)
neTke. .
10. | YNIAKOBKA Mpu npoussodcmee, ¢hacoske u/unu ynakoeke Ha OO0 | lMpouszeodcmeo, ¢hacoska U yrnakoeka Ha
«MAKU3-OAPMA»: 000 «MAKN3-OAPMA»:
Mo 10 TabneTok 8 KOHTYPHYIO sueikoBylo ynakosky | Mo 10 TaBneTok B KOHTYPHYIO AYENKOBYIO
(6nuctep) U3 NAEHKM NONMBUHUIMJIOPMAHOW U donbrn | ynakosky (Bnuctep) us nnexku NBX/NBAX n
anioMUHUEBON UM B KOHTYPHYIO AYEMKOBYIO YNakoBKy | chonbri anioMuUHUEBOI.
(6nucrep) n3 nneHku NMBX/MBOX n donbr anomukmne-
BOM.
Mo 3 unu 6 KOHTYPHBIX AYENKOBBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHBIX AYEKOBBIX ynakoBok (6nu-
poe) unu no 1 6aHke BMeCTe C WHCTPYKUMEA NO NpumMe- | CTepoB) BMECTE C WHCTPYKUMEN No npume-
HEHMWIO B Na4YKy KAPTOHHYIO. HEHUIO B NAYKY KAPTOHHYIO.
11. | MAPKUPOBKA MepeuyvHas ynakoexa MepsuyHas ynakoeka
Ha konmypHol sivelikoeoll ynakoeke (brnucmepe) Ha | Ha  koHmypHol  sivelikoeoli  ynakoske
PYCCKOM £3biKe yKa3blealom: TOProBoe HaumeHosaHwe | (6riucmepe) Ha PYCCKOM $3blke YKasaHo:
npenapara C npejynpesuTEensHON MapKupoBkoii ®, | ToproBoe HaumeHoBaHWe npenapata ¢
MEX/YHApPOAHOE HENATEeHTOBAHHOE HaUMEHOBAHWE W | nNpeaynpeauTensHol  mapkuposkon — ®,-
AO3NPOBKY (H2 PYCCKOM U . aHIMMWACKOM A3blkax), | MeXayHapogHoe HENaTEHTOBaHHOE
NeKapcTBEHHYi0 hOpMYy, HaUMEHOBaHWE  TOBapHbll | HAaMMEHOBaHWE ¥ JO3UPOBKa (HA PYCCKOM M
3HaK _ (naTtuHuyen) AepxaTensn  PEerucTPauMoHHOTO | aHrMMACKOM  A3blKax),  JieKapCTBEHHas
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YAOCTOBEPEHUA, HOMEpP cepuu, AaTy NpPOU3BOACTBA
(npn chacoske Ha OO0 «MAKU3I-GAPMA» paty
NPON3BOACTBA HE HAHOCAT), AaTy WCTEYEeHNs cpoka
rOAHOCTH.

BmopuyHas ynaxkoeka

Ha kapmorHoli nauke Ha PyCCKOM 5i3biKe yKa3blearom:
TOprosoe HaumeHoBaHwe npenaparta c
NpeAynpeanTenbHOR Mapknposkoi ®, MexayHapoaHoe
HenaTeHToBaHHOE HauMeHoBaHue, [DO3UPOBKY,
thapmakoTepaneBTUYECKylO Fpynny, JiekapCTBEHHYO
cdopmy #® Konu4yecTBo TabneTok B ynaKoske,
HaUMEHOBaHWE UM  COAepXaHwe  AeiicTBylowero
BeljecTBa B OAHOW TabneTke, ycnosus XpaHeHus,
npeaynpeauTencHoie Hagnucn «CopepxuT nakTosbl
MOHOTWApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTtei
MecTe», «Mepep NpYMEHeHNeM npenapara
O3HAaKOMbTECH € Mpunaraemol  WUHCTPYKLMEN»,
«MpuHUMATL NO HAasHaYeHUIO Bpayay», YyCnoBuUsA oTnycka,
cnocob npumMeHeHns, _ HaanuChL «®» -
3aperucTpMpoBaHHbIi  TOBAapHbIA  3HaK»,  HOMeEp
CBUAETENbCTBA O pPerucTpauuu TOBApHOro 3Haka,
HomMep perucTpaLyuoHHoro | YAOCTOBEpPEHUS,
HauMeHoBaHuWe pepxarens perncTpaumMoHHOro
YAOCTOBEPEHUs,, €ro CTpaHy MW TOBapHbI 3HAK
(natuHuuen), HauMeHOBaHWe 1 CcTpaHy  MpMbl-
npoussogutensa (npu nponseoacree Ha 000 «MAKN3-
®APMA» yKasbiBalOT CTpaHy, rOpoA), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (NpN NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» aarty npovsBOACTBa He
HAHOCAT), AaTy UCTEUEHUA CPOKa FOAHOCTM, LITPUX-KOA,
B thopmare DataMatrix, rnoGanbRbii
NAEHTU(OUKALMOHHBIA HOMEP TOProBOW eauMHULBl K
VHAUBUAYaNbHbIA CEPUIiHLIA HOMEP TOProBOM eANHNLIEI.

HononHumensHo Ha emopu4Hol yriakoeke (Ha nadvke
KapmoHHOU) Ha aHenulicKoM S3biKe  yKasbiearom:
TOProBOE HaUMEHOBaHWe fNEeKapCTBEHHOro npenapara,
MEXLYHApPO4HOE HENaTeHTOBaHHOE HaMMEHOBAaHWe,
AO3UPOBKY, NEKapCTBEHHYID OpPMY. U KONUYECTBO
TabneTok B ynakoeke, Hagnuck «Antiaggregant».

topma, HauMeHOBaHME  TOBApHbIA, 3HaK
(naTuHuUen) aepxaTens perncTpaumoHHoro
YAOCTOBEpPEHUS, HOMEp cepuu, Aarta
NCTEYEHNA CpoKa rOAHOCTH.

BmopuyHasi ynakoska

Ha KkapmoHHOU nayxke Ha PYyCCKOM Si3bike
yKasaHo: Toprosoe HaVMEHOBaHUe
npenapara c npeaynpeaUTeEnNbHOI
MapKuposKoi ®, MeXAyHapoaHoe
HenaTeHTOBaHHoe HauMeHOBaHueE,
AO3MPOBKa, thapmakoTepaneBTM4eckas
rpynna, fexapcTBeHHan thopma n
KonuyecTso  Tabnetok B ynakoBske,
HauMeHoBaHue " copepxaHue
AEUCTBYIOLLIEr0O  BELIeCTBA B OAHOW
Tabnerke, yCIOBUA XpaHeHus,
npeaynpegutencHele Haanucn «Coaepxunt
NaKkTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM ANs aeteilt mecte», «[lepeg
NpUMEHEHMEM npenapata O3HAKOMbLTECH C
npunaraeMoi UHCTpykumen», «MpuHumarb
N0 Ha3HAYEHWIO Bpayay, yCnoBMUA OTRyCKa,
cnocob nNpUMEHeHWs,  Hagnucb «®» -
3apPErnCTPUPOBaHHLIN  TOBapHbI  3HAK»,
HOMEp CBUAETENbCTBA O perucrpauun
TOBAPHOrO 3HaKa, HOMEP PErucTPaLMOHHOrO
YAOCTOBEPEHUS, HAaUMEHOBaHNE AepXxaTens
PErMcTpauUnodHOrO YA OCTOBEPEHMUA, €ro
CTpaHa 1 TOBAapPHLIA 3HAK (NaTUHULENR),
HaumeHoBaHue, cTpaHa u ropog hupmbl-
NPOU3BOAUTENA, LITPUX-KOA, HOMEP Cepuy,
AaTa WUCTEYEHUA CPOKA FOLHOCTM, LUTPUX-
koA B ¢opmate DataMatrix, rno6anbHbi
NAEHTUDNKALUMOHHBIA  HOMEP  TOProBOWA
€AVHNLUBI 1 WHAMBUAYANbHLIA CEepUIiHbIA
HOMEpP TOProBON €ANHNLIb.
HononHumensHO Ha 8MOpPUYHOL ynaKoske
(Ha nayke kapmowHHOU) Ha aHenulickom
53bIKe yKa3aHO: TOPrOBOe HauMeHOBaHWe
NEeKapCTBEHHOIO npenapara,
MeXayHapogHoe HENaTEHTOBaHHOE
HanMeHOoBaHMe, 403MPOBKa, NeKapcTBeHHas
chopma u KonuuecTeo TabneTok B ynakoBke,
Hapnucb «Antiaggreganty.

12. | CPOK rOgHOCTH
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