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n/n nokasartens P 4

1. | ONMUCAHUE BusyanbHblit. Kpyrnbie aBoAkosbinyknble Tabnetkn ¢ | Kpyrnble gBosikoBbinykibie Tabnetkn ¢ tac-
chackoii, MOKPLITbIE NNEHOYHON OGONOYKONW PO30OBOTO | KOW, MOKPLITbIE NNEHOYHOW oBonoykon po-
uBeTa. 30BOrO LBETa.

2. | NOANMNHHOCTbL Y®-cnekrpohoTtomeTpuna. YO-cnekTpul nornoweHns | Y®-cnektpbl MOrNOLIEHUS UCMBITYEMOro 1
UCMBITYEMOro 1 CTaHAApTHOrO pacTsopoB B 0bnactu OT | cTaHAapTHOro pacTeopos B obnactu oT 250
250 po 300 HM AOMKHLI UMETb MaKCUMYMbI PU OAHUX U | A0 300 HM UMEIOT MaKCUMYyMbI MPU OAHUX U
TeX Xe ANMHax BOMH. TeX Xe ANNHaX BOMH.

BOXX. Bpems yaepxuBaHus OCHOBHOrO fuka Ha xpo- | Bpemsa yaepxueaHusi OCHOBHOTO NWKa Ha
MaTtorpamMmMe WCMbITYeMOrc pacTeopa AO/MKHO COOTBET- | XpOMaTorpaMme  MCNLITYEMOro  pacTeopa
CTBOBATb BPEMEHW YAEPXWUBaHMSA NUKA KNONMAOIrPena | COOTBETCTBYET BPEMEHM yAepXuBaHus nuka
Ha XpomatorpaMMme CTaHAAapTHOTO pacTeopa (pasjen | Knonuporpena Ha xpomarorpamMme cTaH-
«KonuuectseHHOE onpeaeneHne»). AapTHoro pacteopa (pasaen «Konwuye-
CTBEHHOE OnpejeneHne»).
CPEOHAA MACCA re Po, 09C.1.4.2.0009.15.
OT 248,56 10 263,94 mr (256,25 mr 3,0 %). 259,91 mr (+1.4%)
4. | PACTBOPEHUE ro Po, 09C.1.4.2.0014.15, (100%)
Y® - cnekrpochoTomMeTpUs. 98%
He menee 80 % (Q) oT 3aSBNEHHOrO KONMMYECTBA KNONK- 101%
porpena yepes 30 MUHYT. 101%
101%
98%
101%
5. | POOCTBEHHBIE BOXX.
NMPUMECMU Mpumeck A — He Gonee 1,2 %, 0,11%
npumeck C — He Gonee 1,5 %; 0,05%
ejMHUYHan HenaeHTuuLMpoBaHHas npumecs — He 6o- 0,05%
nee 0,2 %;
cymma npumeceii — He Gonee 2,5 %. 0,24%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,2%
7. | MUKPOBUONOIMMMYECKAA | e P®, 09C.1.2.4.0002.18, kateropma 3A.
UUCTOTA ObLee uncno aspobHbIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 1 (Mn);
O6Lee unuCno ApOXNOKEBLIX W MNEeCHEBbIX rPUGoB: He ‘MeHee 10KOE B 1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli; otcytcteue B 1 r (mn). He obHapyxeHo
8. | ONHOPOOHOCTb e PP, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCA,
T0 AV < 15,0 % (n = 30), u ana 30/30 TabneTok konuue- AVi=8,3%
CTBEHHOE coAepXaHue knonuaorpena A[OMKHO Haxo-
LUTbLCA B HTepeane 0,75-M — 1,25-M.
9. | KONMUYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 73,25 mr
ONPEQENEHUE 40 105,0 % OT 3afBNEHHOro Konn4ecTsa) B ofHoMN Tab- (99,0%)
neTke.

10. | YMAKOBKA Mo 10 TabneTok B KOHTYpHYlO sueikoBylo ynakoeky | Mo 10 Tabnetok B KOHTYPHYIO A4ERKOBYIO
(6nucTep) M3 NAEHKN NONUBMHUNXIOPUAHON U conbrn | ynakosky (6nuctep) us nnerkn NBX/MBAX n
anioMWHNEBOA MNU B KOHTYPHYIO AYEMKOBYIO YnakoBky | cponbri antomMuHUEBON.

(6nnctep) s nnenkn NBX/MIBOX n onbrn anomuHne-

BOW.

Mo 3 unn 6 KOHTYPHLIX AYelikoBbIX ynakoBok (6nmcte- | Mo 3 KOHTYPHBIX AYENKOBBIX ynakoBok (6nu-
poB) unu no 1 6aHke BMecTe C UHCTPYKLMENR NO NpUMe- | CTEPOB) BMECTE C MHCTPpYKUMEl no npume-
HEHMIO B NaYKy KaPTOHHYIO. HEHMIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA llepsuyHas ynaxoska lMepsuyHas ynakoexa
Ha koHmypHoii syelikosoli ynakoeke (6nucmepe) Ha | Ha  koHmypHol  siyelikoeol  yraKkoske
PYCCKOM si3blKe yKa3bieaiom: TOproBoe HaumeHoBaHuwe | (brucmepe) Ha pYyCCKOM A3bIKE YKa3aHo!
npenapata ¢ npeaynpeguTencHol mMapkupoekoi ®, | ToproBoe HauMeHoBaHMe npenapata ¢
MEXAYHapOAHOE HEMaTeHTOBaHHOE HaUMEHOBaHWE W | NMpPeAynNpeAvuTensHOW  Mapkuposkod  ®,
BO3NPOBKY (HA PYCCKOM W aHIMUACKOM A3bIKax), | MEeXAyHapoAHoe HenaTeHToBaHHoe
nNeKapcTBEHHYI0 (POpMy, HauMEHOBaHWe  TOBapHbLIA | HaMMEHOBaHWE W A03MPOBKA (Ha PYCCKOM U
3HaK (naTuHMuen) AepxkaTtens  PEerucTpaLMoHHOrO | aHFAWICKOM  A3biKax), NeKkapcTBeHHan
YALOCTOBEPEHUS, HOMEP CepuM, AaTy UCTEUeHWs cpoka | ¢opma, HaumeHoBaHWe TOBapHBIA 3HaK
roAHOCTH. (naTuHUuen) pepxaTens perncTpauuoHHoOro

YAOCTOBEPEHMA, HOMEp cepun, jara
UCTEYEHUSA CPOKA FOAHOCTH.
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Ne HaumeHoBaHue
nin nokaaarens TpeboBanusa HO PesynbTatbl aHanusa
BmopuyHast ynakoeka BmopuyHas ynakoeka
Ha kapmoHHOUi nayke Ha PYCCKOM A3blKe yKasbleaiom: | Ha kapmoHHOU nauke Ha pPyccKOM f3bike
Toprosoe HaumeHoBaHue npenapaTa ¢ | ykasaHo: TOproeoe HauMeHoBaHue
npesynpeanTesnsHON MapkupoBkoli ®, MexayHapoaHoe | npenapata c npeaynpeanTencHol
HenaTeHTOBaHHOe HauMeHOoBaHue, BAO3NPOBKY, | MapKupOBKOIA ®, MEXAYHAPOAHOe
chapmakoTepaneBTUHECKYID  TPynny, NEKapcTBEHHYID | HenaTeHToBaHHoe HauMeHoBaHue,
dopMy M KonMuecTBO Tabnetok B  YNakoBke, | [403UPOBKA, chapmakoTepaneBTuyeckas
HauUMeHOBaHWE W  cojepXaHue  AENCTBYlOWero | rpynna,  nekapcTtBeHHas  ¢opma 1
BelecTBa B OAHOW TabneTke, YCNOBWUS XpaHeHud, | konmuyecTso  TabneTtok B ynaKoBke,
npeaynpeguTencHeie Haanucn «CoAaepXuT nakTosoi | HaumeHosaHue n coaepxaHue
MOHOrMApaT», «XpaHuTb B HESOCTYNHOM ANA AeTel | AeiCTBYKOLLEro BellecTBa B OAHOR
MecTey, «Mepeg, npUMEHEHNEM npenapata | Tabnetke, ycnosus XpaHeHWs,
O3HaKOMbTECH C  NPUNAraemon  MHCTPyKUued», | npeaynpeautencHole Haanucu «Copepxut
«IpUHUMATL MO Ha3HaYEHMIO Bpayay», YCNOBUA OTNyCKa, | NakTo3bl  MOHOrMApaT», «XpawuTb B
cnocob npUMeHeHWs, HagRMchb «®» - | HepoCTynHOM Ans AeTen mecte», «[lepep
3aperucTpupoBaHHbIl  TOBAapHBI  3HaKk», HOMEp | NpPUMEHeHMeM npenapata O3HaKOMbTECH C
CBMAETENbCTBA O PErucTpauum TOBApHOTO 3HaKa, | Npunaraemoi MHCTpykumen», «TpuHumats
Homep perucTpayuoHHoro YAOCTOBEPEHUS, | NO HA3HAYEHWIO Bpava», YCNOBMSA OTNyCKa,
HanmeHoBaHne Aepxarens perucTpauMoHHoro | cnocoG npumeHeHus, Haanucb «®» -
YAOCTOBEPEHWs,, €ro CTpaHy W TOBapHbI 3HAK | 3aperucTpUpoBaHHLIA  TOBApPHLIA  3HaK»,
(naTuHWUeit), HaMMeHoBaHue, CTpaHy U ropos, UpMbl- | HOMEpP CBUAETeNbCTBa O perucrpauun
NpoU3BOAMTENS, LUTPUX-KOA, HOMEP Ccepuu, AaTy | TOBAPHOTO 3HaKa, HOMep PErucTPaLNOHHOIO
NCTEUEHNs CPpoKa TFOAHOCTYM, WTpKUX-koj B ¢opmaTe | YAOCTOBEPEHUA, HauMeHOBaHue Aepxartens
DataMatrix, rno6anbHelt MAEHTWUKALMOHHBI HOMEP | PErncTPaLUOHHOrO  YAOCTOBEPEHMA, €ero
TOProBOi €AMHNULI W  WHAMBUAYaNbHbIA CEpPUiHbIA | CTpaHa ¥ TOBapHbIt 3HaK (nNaTtvHuUUen),
HOMEp TOProBoii eanHALLI. HauMeHOBaHWe, CTpaHa U ropos UpPMbI-
NPOU3BOAUTENS, LUTPUX-KOA, HOMED cepun,
fata MCTedeHMs cpoka TFoAHOCTH, LUTPuX-
koa B ¢opmare DataMatrix, rnoBanbHsiii
WAEHTUDUKALUOHHLIE  HOMEpP  TOProBoW
eAWHUUbl U WHAMBUAYANbHLIN CEepPUAHBIA
HOMEp TOProBoi €ANHNLB!.
HononHumensHo Ha emopudyHOll ynakoeke (Ha nayke | [OnonHUMenbHoO Ha eémopudHoll ynaxkoeke
KapmoHHoOll) Ha aHanulickom f£3bike yKasbigalom: | (Ha rnauyxke KapmoHHOU) Ha aHeulickom
TOProBOE HaNMEHOBaHWe NEKAPCTBEHHOro Npenaparta, | s3blKe yKa3aHo: TOProBoe HaumeHoBaHue
MEXAyHapoA4HOe HeMnaTeHTOBaHHOE HaWMeHOBaHue, | NeKapcTBEHHOro npenapara,
LO3NPOBKY, JIEKapCTBEHHYIO HOPMY M KONMYECTBO | MEXAyHapoaHoe HenaTeHToBaHHOE
TabneTok B ynakoeke, Hagnuch «Antiaggregant». HauMeHOBaHWe, A03UPOBKa, JIekapCTBEHHaRA
¢opmMa 1 KonmuecTso TabneTok B ynakoske,
Hagnucb «Antiaggregant». |
12. | CPOK FrOQHOCTHU 2 ropa CooTeeTcTBYET ]
i
3aknioueHue: |
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