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0
n';l;l H?_:::'(:::;an';"e Tpe6oBaHus HL Pe3ynbTaTthl aHanusa
1. | ONMUCAHUE Kpyrnbie ABosikoBbINyknbie TabneTku ¢ dackoit, nokpbl- | Kpyrnble ABosikoBbINyknble Tabnetku ¢ dac-
Thle NNEHOYHOIN 060NOYKOIN PO30BOro LBETA. KOW, MOKPbITbIE NSIEHOYHOW 060NOoYKOA po-
30BOrO LBeTa.
2. | NOANIMHHOCTb Y®-cnektpodoTtomeTpusi. YO-cnekTpbl nornolyeHus | Y®-cnektpocoToMeTpua. Yd-cnekTpsl no-
UCNbITYEMOro ¥ CTaHAapTHOrO PacTBOPOE B 06nacTu OT | FMOWEHUA WCMbITYEMOrO UM CTaHAapTHOro
250 50 300 HM LOMKHBI UMETL MaKCUMYMbl IPU OAHUX U | pacTBopoB B obnact oT 250 Ao 300 Hm
TEeX Xe ANUHaxX BOSH. MMEIT MaKCUMyMbl MPU OAHUX U TeX Xe
ANUHAX BOSTH.
B3XX. Bpems yaepxuBaHUs OCHOBHOrO nuka Ha xpo- | BOXX Bpems yaepXuBaHUs OCHOBHOMO M-
maTorpaMme UCMbITYeMOro pacTBopa AOMKHO COOTBET- | kKa Ha Xpomartorpamme MCMbITYEMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHUA NuKa KNonuaorpena | TBOpa COOTBETCTBYET BPEMEHW yAepXuBa-
Ha XxpomartorpamMme CTaHAapTHOrO pacTeBopa (pasAen | HUS nuka KNomuAOrpena Ha xpomaTorpamme
«KonuuyecteeHHoe onpeaeneHue). CTaHgapTHoro pactsopa (pasgen «Konuue-
CTBEHHOE OMnpejerneHuey).
3. | CPEOHAA MACCA e PO, 0®C.1.4.2.0009.15.
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 257,68 mr (+0,6%)
4. | PACTBOPEHUE e PO, 0®C.1.4.2.0014.15, (93%)
Y®-cnekrpodoToMeTpus. 96%
He mexee 80 % (Q) oT 3asBNEHHOro KONUYECTBa Kronu- 96%
porpena yepes 30 MUH. 92%
92%
92%
91%
5. | POOCTBEHHbIE B3IXX.
NMPUMECH Mpumecs A — He Gonee 1,2 %; 0,07%
npumeck C — He Gonee 1,5 %; 0,10%
€AVHUYHAA HeuaAeHTUUUNPOBaHHAas NpUMech — He 6o- 0,03%
nee 0,2 %;
CyMMa npumecei — He Gonee 2,5 %. 0,23%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUOJTIOTMYECKAA | F'® P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA Obwee uncno aspobHeIx MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 1 (Mn);
O6llee 4ncno APOMOKEBLIX M MNECHEBLIX rPUBOB: He MerHee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He obHapyxeHo
8. | OQAHOPOOHOCTb re P, 0®C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuue- AV10=5,2%
CTBEHHOE COAEpXaHWe Knonuaorpena AOMKHO Haxo-
Antbea B uHTepsane 0,75-M — 1,25-M.
9. | KONIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 75,84 mr
OMNPEAENEHUE A0 105,0 % oT 3aABNEHHOro KonmM4ecTBa) B O4HOM Tab- (101,1%)
neTke.
10. | YDNAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoske Ha OOO | Mpoussodcmeo, ¢hacoseka U ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMAx:
Mo 10 TabneTok B KOHTYpHylo sYeiikoBylo ynakoBky | Mo 10 TaGneTok B KOHTYPHYIO SYEIIKOBYIO
(6ructep) w3 nneHKM NONUBUHUNXNOPUAHON W chonbru | ynakosky (6nuctep) na nnexku MBX/MNBOX u
anioMUHNEBON UMM B KOHTYPHYIO SYEWKOBYKO YNakoBKy | ¢ponibrvi anioMUHUEBOIA.
(6nuctep) u3 nneHkm NBX/MBOX 1 conbru aniomMuHmne-
BOA.
Mo 3 unn 6 KOHTYPHBLIX AYENKOBbLIX ynakoBok (GrmcTte- | Mo 3 KOHTYPHbIX AYENKOBbLIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTe C UHCTPYKLMUEI NO NpUMe- | CTEpPOB) BMECTE C WHCTPYKUMEN No npume-
HEHWIO B NaYKy KAPTOHHYH. HEHUIO B NayKy KAPTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepeuy4Has ynakoeka
Ha koHmypHol svelikosoll ynakoske (6nucmepe) Ha | Ha  koHmypHoli  siyeiikosoli  ynakoske
PYCCKOM fI3bIKe yKa3bleatom: TOProBOE HaumeHoBaHue | (brucmepe) Ha PYCCKOM S3biKe yKa3aHo:
npenapata C NpPeAynpeauTENbHOW Mapkuposko ®, | TOpProBoe HauMeHoBaHMWe npenapata C
MEeXAYHapOAHOE HEenaTeHTOBaHHOE HauMEeHOBaHWe W | NPEeAYNPeAWTENbHON  MapkupoBkon  ®,
AO3MPOBKY (Ha PYCCKOM 1 a@HIMAMACKOM N3blkax), | MEXAyHapoaHoe HenaTeHTOBaHHOE
nekapCTBEHHYl0 (POpMy, HaMMEHOBaHWe  TOBAapHbIii | HaWMEHOBaHWe W AO3NPOBKA (HA PYCCKOM W
3Hak __ (naTuHUUEW) AepxaTtens perucTpauMoHHOro | aHrMUACKOM  s3blkax),  NeKapCTBEHHas
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YAOCTOBEpPEHUs,, HOMEp Ccepun, AaTty npoU3BOACTBA
(npu bacoske Ha OO0 «MAKU3-®APMA» aary
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYEHWUs Cpoka
rOAHOCTHU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM Si3blKe yKa3blearom:
TOprosoe HammeHoBaHue npenapara c
NpeAynpeanTenbHOM MapKkupoBkoin ®, mexayHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHue, [,03UPOBKY,
hapmakoTepaneBTUYECKYIO TPynny, NeKapCTBEHHYIO
¢dopmy u  konuyectBO Tabnetok B ynakoBke,
HauMeHOBaHWe 1  cojepXaHue  AEeNCTBYIOLErO
BelecTBa B OAHOW TabneTke, YCNOBUS XpaHEHus,
npeaynpeauTenbHble Haanucu «COAEPXUT NakTo3bl
MOHOrUAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTei
MecTey, «Mepeg npUMeHeHnem npenapara
O3HaKOMbTECH ~ C  MpUNaraemoil  UHCTPYKUMEN»,
«MpuHMMaTL NO Ha3sHa4YeHUIo BpaYay, YCoBUS OTNycka,
cnocob NPUMEHEHUS, Haanucb «®» -
3aperucTpuMpoBaHHbIi - TOBApHbIA  3HaK»,  HOMEp
cBMAeTenbCcTBa O perucTpauuu TOBApPHOrO 3Haka,
HOMep perncTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHwue Aepxarens perucTpauuoHHoro
YAOCTOBEPEHUSi, €ro CTpaHy U TOBapHbI 3HaK
(naTuHuuen), HauMeHoBaHWE U CcTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKU3-
®APMA» yKasblBaloT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (NMpU NPOM3BOACTBE
Ha OO0 «MAKU3-®APMA» paTy npousBoacTBa He
HaHOCAT), AaTy UCTEYEHUA CPOoKa FOAHOCTU, LUTPUX-KOA
B tdopmare DataMatrix, rno6anbHbii
WAEHTUPUKALNOHHBI HOMEpP TOProBOM eAuHWLBI U
VHAMBNAYaNbHbIA CEPUIAHBLIA HOMEP TOProBOW AUHNLbI.

HononHumensHo Ha emopuy4HOl ynakoeke (Ha nauke
KapmoHHOU) Ha aHe/ulcKOM $3blKe  yKa3bleam:
TOProBOE HaMMeHOBaHWE NeKapCTBEHHOro npenapaTta,
MEXAYHapOAHOE HEenaTeHTOBaHHOE HaWMeHOBaHue,
LO3UPOBKY, NEKapCTBEHHY OPMYy U KONMUYECTBO
TabneTok B ynakoBke, Haanuch «Antiaggregant».

cdopma, HauMeHOBaHWE  TOBApHbIA 3HaK
(naTuHUUen) aepxaTens perncTpaumoHHOro
YAOCTOBEpEHUsi, HOMep cepuu, paTa
UCTEYEHMNA CPOoKa rOAHOCTH.

Bmopuy4Has ynakoeka

Ha kapmoHHOU nayke Ha pyccKoM si3bike
yKa3aHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeanTenbHomn
MapKUpOBKON ®, MeXyHapoAHoe
HenaTeHToBaHHoe HaumeHoBaHue,
A03MpOBKa, hapmakoTepaneBTUYeCKas
rpynna,  nekapcTBeHHas topma "
Konuyectso  Tabnetok B ynakoBke,
HauMeHoBaHue n coaepxaHue
AENCTBYIOLIEro  BelwecTsa B  OAHON
TabneTke, ycnosus XpaHeHus,
npeaynpeautencHole Haanucu «Copepxut
NaKkTo3bl  MOHOTMAPAT»,  «XpaHuTb B
HEAOCTYNHOM AnA feTen MmecTey», «[lepej
NpUMEHeHWeM npenapaTta O3HaKOMbTECb C
npunaraemon WHCTpykuuen», «MpuHuMaTb
MO Ha3Ha4YeHMo Bpava», YCNoBUA OTNycCKa,
cnoco6 npuMeHeHus, Haagnucb «®» -
3aperncTpupoBaHHbIi  TOBAPHbIA  3HAK»,
HOMEp CBUAETENbCTBA O perucTpauum
TOBapHOro 3Haka, HOMep perncTpauuoHHOro
YyAOCTOBEpPEHUsi, HAUMEHOBaHUe LepxaTens
PerucTpauuoHHOro  yAOCTOBEPEHUsA, €ro
CTpaHa W TOBapHbIi 3HaK (naTuHuuen),
HauMeHoBaHWe, cTpaHa U ropos upMbi-
NPOU3BOAUTENS, LUTPUX-KOL, HOMEP cepuu,
faTa UCTEYEHWS CpoKa FOAHOCTM, LUTPUX-
koA B popmate DataMatrix, rnobanbHbin
WAEHTU(PUKALMOHHBIA  HOMEpP  TOProBOM
€AVHULULI 1 WHAUBUAYanNbHbLIA CEepUHbIN
HOMEp TOProBON €4UHULbI.
[lononHumensHo Ha 8MOPUYHOU ynakoeke
(Ha nayke KapmoOHHOU) Ha aHanulickom
A3bIKE yKa3aHO: TOProBoe HauMEHOBaHWE
NleKapCTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHOe
HanMeHoBaHve, A03UPOBKa, NEeKapCTBEHHas
dopma n konuyecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».

12. | CPOKIrogHOCTHU
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