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XPAHEHWE: Mpu TemnepaType He Bbiwe 25 °C.
Ne HaumeHoBaHne
nin nokasarens Tpeboeanus HO PesynbTathl aHanuaa
1. | ONMUCAHUE BusyanbHbIn. Kpyrnbie aBosikoBbinyknbie Tabnetku ¢ | Kpyrnbie ABOSAKOBLIRYKNbIe TabneTkm ¢ dac-
hackol, NOKPLITLIE NIGHOYHOW OGOMOYKON PO3OBOrO | KOW, MOKPBLITHIE NMMEHOMHOW OGONOYKOW pPo-
ugeTa. 30BOro LBeTa.
2. | NOANMNHHOCTL Y®-cnextpochotomeTpusi. YP-cnektpel normnowenus | Y®-cnektpooTomeTpua. YO-cnekTpel no-
MCNBITYEMOro U CTaHAAaPTHOrO pacTBOPOB B 06NacT! OT | IMOWEHNst UCMBITYEMOrO W CTaHAapTHOro
250 o 300 HM AOSDKHBI UMETHL MaKCMMYMbl NPU OAHUX U | pacTBopoB B ofnactu oT 250 o 300 Hm
TeX e ANUHAX BOMH. UMEIOT MaKCUMyMbl ApU OBHMX ¥ Tex xe
ANUHAX BOSH.
BOXX. Bpemsa yaepxuBaHus OCHOBHOroO nuka Ha xpo- | BAXKX Bpems yaepxusaHUs OCHOBHOFO nu-
MaTorpaMmMme MChbITYEMOro pacTBopa AO/MKHO COOTBET- | KA Ha XpOMAaTOrpamme WCNLITYyeMoro pac-
CTBOBaTb BPEMEHW YAEPXUBAHWS NUKa Knonuaorpena | TBopa COOTBETCTBYET BPEeMEHW YAepKuBa-
Ha XxpomaTtorpamme CTaHAAPTHOro pactsopa (paspen | HuA Nuka KNONWAOrpena Ha Xxpomartorpamme
«KonuuecteeHHoe onpejeneHne). cTaHaapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE OnpeaeneHue»).
3. | CPEAHAA MACCA F® PO, 09C.1.4.2.0009.15.
OT 248,56 p0 263,94 mr (256,25 mr £ 3,0 %). 258,26 mr (+0,8%)
4. | PACTBOPEHMUE e Po, 09C.1.4.2.0014.15, (104%)
Y®-cnekTpocdoTomMeTpus. 104%
He meree 80 % (Q) OT 3aABNEHHOrO KONMYECTBA KNONU- 102%
porpena uepes 30 MuH. 105%
103%
101%
105%
5. | POOCTBEHHBIE B3IXX.
NMPUMECHY Mpumeck A — He Gonee 1,2 %; 0,03%
npumeck C — He Gonee 1,5 %; 0,47%
€AUHNYHAA HENASHTUDMUMPOBaHHAs NpuMech — He 6o~ 0,05%
nee 0,2 %;
cyMma npumecei — He Gonee 2,5 %. 0,54%
6. | BOOA e PO, 09C.1.2.3.0002.15, metoa K. duwepa.
He Gonee 7,0 %. 1,4%
7. | MUKPOBUOINOIMMYECKASA | NP P®, O9C.1.2.4.0002.18, kateropus 3A.
YUCTOTA Obuee uncno aspoBHbIX MUKpOOpPraHuamMoB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 1 (Mn);
ObLlee 4nCnNO APOXOKEBBIX M NNECHEBbIX rPMGOB: He Mexee 10KOEB 1T
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytcTBue B 1 1 (Mn). He o6Hapy*eHo
8. | OAHOPOOHOCTDb '® P®, 09C.1.4.2.0008.18, cnocob 1.
0O3UPOBAHUA AV £ 15,0 % (n = 10), ecnv ycnosue He BBINONHAETCH,
T0 AV £ 15,0 % (n = 30), 1 ana 30/30 TabneTok konuve- AVio=2,9%
CTBEHHOE CcoAepXaHue Knonuaorpena [JOMKHO Haxo-
AUTLCA B uxHTepsane 0,75-M — 1,25 M.
9. | KOMWYECTBEHHOE B3XX. Ot 71,25 no 78,75 mr knonugorpena (ot 95,0 % 72,66 mr
ONPEAENEHUE A0 105,0 % oT 3asBNEHHOro Konu4ecTea) B OfHOM Tab- (96,9%)
netxe.
10. | YNNAKOBKA Mpu npoussodcmse, ghacoske u/unu ynakoeke Ha OO0 | MMpoussodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-®APMA»:
Mo 10 TabneTok B KOHTYpHYIWO fueiikoByio ynakosky | Mo 10 TaBneTok B KOHTYPHYIO SUENKOBYIO
(6nucrep) w3 NMNEeHKU NONMBUHUAXIOPUAHONW u onbru | ynakosky (6nmcrep) ns nnenku NBX/TIBOX #n
anioOMUHUEBOW WM B KOHTYPHYIO AYERKOBYIO YNakoBKY | chonbri anioMUHUEBON.
(6nuctep) ns nneHku NBX/MBOX 1 donbrun aniomuxne-
BOWA.
Mo 3 nnu 6 KOHTYPHbLIX AYEKOBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHBIX A4EHKOBbLIX YNaKOBOK (Gnu-
poB) unn no 1 6aHke BMECTe € UHCTPYKUWEN NO Npume- | CTEPOB) BMECTE C MHCTPYKUUEW MO npume-
HEHWIO B NaYKy KAPTOHHYIO. HEHUIO B NAYKy KaPTOHHYIO.
11. | MAPKUPOBKA MepsuyHas ynakoexa NepsuyHas ynakoska
Ha konmypHolii suelikosoil ynaxoeke (bnucmepe) Ha | Ha  koHmypHoli - avelikoeoll  ynaxoske
PYCCKOM f3bIKE yKa3bléalom. TOProBoe HaumeHoBaHue | (briucmepe) Ha PYCCKOM $3biKe yKa3aHo:
npenapata C nNpeAynpeauTensHoli Mmapkuposkoir ®, | TOproBoe HauMeHOBaHMe npenapaTta ¢
MEXAYHAPOAHOE HENaTEeHTOBAHHOE HaWMEHOBaHWE ¥ | NMPeAYNpPeAWTEeNbHOM  Mapkuposko  ®,
[O3UPOBKY (Ha PYCCKOM W aHIMMWIACKOM A3blKax), | MeXayHapoaHoe HenaTeHTOBaHHOe
nekapcTBeHHylo opmMy, HauMeHOBaHWe  TOBapHbLIA | HawmeHOBaHWUE U A03UPOBKA (Ha PYCCKOM W
3HaK  (naTwHuued) JAepKaTens  PEerucTPauvoHHOTO | aHMMACKOM  A3blkax),  JiekapcTBEHHas
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YAOCTOBEPEHUA, HOMEP Cepuu, AaTy NPOU3BOACTBA
(npu dbacoBke Ha OO0 «MAKU3-GAPMA» paty
NPOM3BOACTBA He HaHOCAT), AaTy MCTEYEeHUs cpoka
rOAHOCTN.

Bmopu4Has ynakoeka
Ha kapmoHHOU navke Ha PYyCCKOM si3biKe yKa3blealom:
TOproeoe HanmeHoBaHue npenapara c

npeAynpeanTenbHOW Mapknposkol ®, mMexayHapoaHoe
HENAaTEHTOBaHHOE HauMeHOBaHue, [D,03NPOBKY,
chapmakoTepaneBTUHECKYIO Tpynny, TEeKapCTBEHHYI0
dopMy M kOnNM4EeCTBO TabneTok B  ynakoBKe,
HaumeHOBaHWe W coaepxaHue  AeWCTBYIOLLEro
BelectBa B OfHOW Tabnetke, YCNOBWUA XpaHeHUs,
npeaynpeauTenbHole Hagnucun «CoOpepXUT nakTo3bl
MOHOTWApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTeit
MecTey, «Mepep npUMEHEHUEM npenapara
O3HAaKOMbTECH € MpUNaragmoit  UHCTPYKUMER»,
«MpuHnMaTh NO HasHAYEHNIO Bpaya», YCNOBUA OTNycKa,
cnocob NpUMEHEHUS, Hajncb «®» -

3aperucTpupoBaHHbiAi  TOBapHbIA  3HaK»,  HOMeEp
cBUAETeNbCTBAa © PErucTpauun TOBApHOro  3Haka,
HOMeEp perucTpaumoHHoro YA4,0CTOBEPEHUA,
HauMeHoBaHue Lepxarens perncTpaunoHHoro

YAOCTOBEPEHUsi, €ro CTpaHy MW TOBapHbIA  3HaK
(natuHuuen), HauMeHoBaHWe W CTpaHy UpPMbI-
npoussoauTens (npu npoussogctse Ha OO0 «MAKU3-
®APMA» ykasbiBaloT CTpaHy, ropoa), LTPUX-KoA,
HOMEep cepuu, AaTy NPOU3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-PAPMA» paty npousBOaCTBa He
HaHOCAT), AaTy UCTEYEHUA CPOKa FOAHOCTU, LUTPUX-KOA
B thopmarte DataMatrix, rnoGanbHbli
UAEHTU(DUKALUMOHHBIA HOMEpP TOProBOW eAuHWUb W
MHAMBUAYAaNbHBLIA CEPUAHBIA HOMEP TOPTrOBON e4UHULLbI.

HononHumenbHo Ha emopuyHoii ynakoeke (Ha nadke
KapmoHHOU) Ha aHefuliCKOM s3bike  yKasbiearom:
TOProBOE HaumMeHOBaHWe nexapcTBEHHOro npenapara,
MEXAYHapOAHOE HEenaTeHTOBaHHOE HaUMEHOBaHMe,
[O3UPOBKY, NeKapcTBEHHYID ¢OpPMY U  KONUYECTBO
TabneTok B ynakoske, Hapnuck «Antiaggreganty.

cdopma, HaumMeHOBaHWE  TOBAPHbI 3HAaK
(naTnHWUen) AepXaTens perncTpaunoHHOro
YAOCTOBEPEHUS, HOMep cepuu, pAaTa
MCTEUYEHNS CPOKA FORHOCTH.

BmopuyHas ynaxkoeka

Ha kapmoHHOU nauyke Ha PyCCKOM si3blke
YKa3aHo: Toproeoe HauMeHOBaHue
npenapara c npeaynpeauTenbHOM
MapK1MpPOBKOW ®, MEXAYHAPOAHOE
HENaTeHTOBaHHOE HaumMeHoBaHue,
[,O3MPOBKa, hapmakoTepanesTu4eckan
rpynna, nekapcTBeHHas cthopma n

KONU4YEeCTBO  Tabnetok B  ynakoBske,
HanmeHoBaHue n coAepxaHue
LEWCTBYIOLYEro .BelecTBa B OJHOM
TabneTke, ycnoeus XpaHeHus,

npeaynpeauTensHsie Hagnucn «Coaepxut
NaKTossl  MOHOMMAPaT», «XpaHWTb B
HEAOCTYNHOM ANst aeTeill mecte», «[Mepea
NPUMEHEHWeM npenapata O3HaKOMbTECL C
npunaraemon WHCTpykumei», «lMpnHUmaTL
Nno HasHauyeHWuio Bpava», YCRoBuA OTnycka,
cnoco® npumeHeHwsa, Hagnuce «®» -
3aperncTpupoBaHHbIi  TOBapPHBLIA  3HAK»,
HOMEp CBUAETERbLCTBA O perncrpaumu
TOBAPHOro 3HaKa, HOMep PErncTPaLMoHHOro
YA OCTOBEPEHUS, HAUMEHOBaHWUE AepxaTens
pPerucTpauMoHHOro  YAOCTOBEPEHUA, €ro
cTpaHa 1 TOBapHbI 3HaK (naTuHuuen),
HaMMeHOBaHWe, CTpaHa U ropoa (UPMbI-
NIPOVU3BOAUTENSA, LUTPUX-KOA, HOMEP cepuu,
fAaTa MCTEYEHMA CpoKa TFOJHOCTH, LUTPUX-
koa B copmate DataMatrix, rnobaneHbli
MAEHTUMKALMOHHBIN ~ HOMEP  TOProBOW
€AVHNALBI W WHAMBUAYaNbHbLIA CEPUAHBIN
HOMEP TOProsow eAnHULBI.

HononHumensHo Ha emopuyHoll ynakoeke
(Ha nayke KapmoHHOIU) Ha aHanulickom
A3bIKe yKa3aHO: TOProBOE HaWMeHOBaHue
feKapCTBEHHOroO npenapara,
MEXAYHAPOAHOE HenaTeHToBaHHOe
HanmeHoBaHWe, A03UPOBKa, NeKapcTBeHHaR
topma U konuuecTso TabneTok B ynakoske,
Haanuch «Antiaggreganty.
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