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e HanmSHoBAHI Tpe6osanus HO Pe3ynbTaTbl aHanusa
n/n nokasarens P ynbTartel aHanus
1. | ONMUCAHUE Kpyrnele aBosikoBbinyknbie TabneTku ¢ dackoi, nokpbl- | Kpyrnble ABOSKOBbINYKIblE TabneTkn ¢ cac-
Tbl€ NAEHOYHOW 060N0YKON PO3OBOro UBeTa. KON, NOKPbITble NNEHOYHOW 0BONoYKOW po-
30BOro LBeTa.
2. | NOANUHHOCTbL Y®-cnekrpochotomeTpusi. Y®-cnektpbl nornowleHus | Y®-cnektpodotomeTpus. Yd-cnekTpbl no-
UCMbITYEMOro 1 CTaHAapTHOrO pacTBOPOB B 06MacTh OT | FMOWEHUs WUCNLITYEMOro W CTaHAapTHOro
250 a0 300 HM AOMXKHBI UMETb MaKCUMYMbl MPU OAHUX W | pacTBopoB B obnactu ot 250 ao 300 HM
TEX e ANUHAX BOMH. NMEIOT MakCUMyMbl NPU OAHWX U TeX Xe
ANVHAX BOJSH.
B3XX. Bpems yaepxuBaHUS OCHOBHOTO Nuka Ha xpo- | BOXKX Bpems yaepxusaHusa OCHOBHOrO Nu-
mMartorpamMmme WUCMbITYEMOro pacTBopa AOMKHO COOTBET- | ka Ha XpoMaTorpamMe WCMbITYEeMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHWS MUKa KNONUAOrpena | TBOpa COOTBETCTBYET BPEMEHU yAepXusa-
Ha XpomaTorpamme CTaHAapTHOrO pacTeopa (pa3jen | HWUS Nuka KNonuAOrpena Ha xpomarorpaMmme
«KonuyectseHHoe onpeaeneHue»). CTaHAaapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE OnpejeneHune»).
3. | CPEOHAA MACCA e Po, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 262,07 mr (+2,3%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (96%)
Y®-cnektpodoTOoMeTPUS. 102%
He meHnee 80 % (Q) oT 3a8BNEHHOrO KONUYECTBA KIOMM- 97%
porpena yepes 30 MUH. 96%
92%
91%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumecsk A — He 6onee 1,2 %; 0,08%
npumeck C — He Gonee 1,5 %; 0,12%
eAVNHWYHaA HeuaeHTUUUMPOBaHHAA NpUMechk — He 6o- 0,04%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,30%
6. | BOOA e PO, 09C.1.2.3.0002.15, meTtoa K. duwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOINOMMYECKAA | F'® PP, OPC.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA Obuiee 4yncno aspobHbIX MUKPOOPraHU3MoB - He 6onee
10°KOE B 1 r (Mn);

ObLjee 4YNCNO APOXOKEBBLIX W MMEcHEBbIX rpubos: He
6onee 10> KOE B 1 1 (mn);

Escherichia coli: otcytctBue B 1 1 (Mn).

MeHee 20 KOEB 11
Menee 10 KOEB 11

He o6HapyxeHo

8. | OOHOPOOHOCTb e PO, 0PC.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnoBue He BbINOMHAETCA,
To AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuue- AVi0=4,2%
CTBEHHOE COAEpXaHWe Knonuaorpena AOMKHO Haxo-
AuTbes B MHTepsane 0,75-M — 1,25-M.
9. | KONIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,70 mr
ONPEOENEHUE A0 105,0 % oT 3aABNEHHOro0 KONMMYECTBa) B OAHON Tab- (98,3%)
netke.
10. | YNAKOBKA lpu npoussodcmee, ghacoske u/unu ynakoske Ha OO0 | lMpou3sodcmeo, ¢hacoska U yrnakoska Ha
«MAKU3-@APMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabrneTok B KOHTYypHylo fueiikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYK SYEMKOBYHO
(6nucTep) 13 NneHku NONUBMHUNXIIOPUAHOW W chonbrv | ynakoeky (6nuctep) us nnexkn MBX/MBOX un
anioMWHNEBOW UNN B KOHTYPHYIO AYEWKOBYIO YNakoBKy | ¢hOnbru anioMUHUEBON.
(6nuctep) u3 nneHku NBX/MBOX u donbru anomuHue-
BOW.
Mo 3 unn 6 KOHTYPHBIX AYEVKoBbIX ynakoBok (Bnucte- | Mo 3 KOHTYpHbLIX AYENKOBbLIX ynakosok (65u-
poB) unu no 1 6aHke BMECTE C MHCTPYKLWUEN NO NMpUMe- | CTEPOB) BMECTE C MHCTPYKUMEA No npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHMIO B NaYKy KAapTOHHYIO.
11. | MAPKUPOBKA Mepeuy4Has ynakoseka MepeuyHas ynakoeka

Ha koHmypHoU sivelikosoli ynakoeke (6rucmepe) Ha
PYCCKOM 5i3blKe yKa3bléatom: TOProBoe HauMeHOBaHue
npenapata c npeaynpeauTenbHON MapkupoBkow ®,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaUMEHOBaHWe Wu
[O3NPOBKY (HAa pYyCCKOM UM aHIMUACKOM  $3blKax),
neKapcTBEeHHYl0 (POpMy, HauMEHOBaHWe  TOBapHbIV
3HaK  (naTuHuuen) jaepxaTens  perucTpauuvoHHOro

Ha koumypHol  siyelikogol  ynakoske
(bnucmepe) Ha pyccKOM S3blKe yKa3aHo:
TOProBOE HaWMeHOBaHWEe npenapata ¢
npeaynpeauTencHon  mapkuposkon — ®,
MeXAYyHapoAHoe HenaTeHToBaHHOe
HauMeHoBaHuWe 1 A03UpoBKa (Ha PyCCKOM M
AHIMUINCKOM A3blKax), nekapcTBeHHas
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YAOCTOBEPEHUS,, HOMEpP Cepuu, [aTy NpOU3BOACTBAa | (hopma, HavMeHOBaHMEe  TOBAapHbIA 3HaK
(npn dacoske Ha OO0 «MAKU3-®APMA» paty | (naTuHuuen) aepxartens perncTpauuoHHOro
NPOM3BOACTBA HE HAHOCAT), AATy WCTEYEHWs Cpoka | YAOCTOBEpPEHUs, HOMep cepuu, jaTta
rOAHOCTH. UCTEYEHUSA CPOKa rOAHOCTMU.
BmopuyHas ynakoeka BmopuyHas ynakoska
Ha kapmoHHoU nayke Ha PycCKOM si3bike ykasbigearom. | Ha kapmoHHOU nayke Ha PYCCKOM s3biKe
TOprosoe HauMeHoBaHue npenapara c | ykasaHo: TOprosoe HaumeHoBaHue
npeaynpeAuTenbHOW MapkupoBkon ®, MexayHapoaHoe | npenapara (o npeaynpeauTenbHOM
HenaTeHTOBaHHOE HaumeHoBaHue, [O3UPOBKY, | MapKUpOBKOM ®, MEXAYyHapoaHoe
chapmakoTepaneBTUYECKYO PYNMy, NeKapCTBEHHYK | HenaTeHTOBaHHOe HauMeHoBaHue,
cdopmMy ¥ konuyecTBo TabneTok B ynakoBke, | A03WPOBKA, hapmakoTepaneBTUyeckasn
HauMeHOBaHWE U COAEepXaHWe  AeWCTByloLero | rpynna, nekapctBeHHas  dopma  “
BellecTBa B OAHON TabneTke, YCNOBWSA XpaHeHUs, | konuyecTBO  Tabnetok B ynakoBke,
npeaynpeauTenbHble Haanucu «COAEpPXUT NnakTo3bl | HauMEeHOoBaHue " coaepxaHue
MOHOrMAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTeil | AeWCTBylOWero  Bewectsa B OfHOW
mecTe», «Mepep NPUMEHEHNEM npenaparta | TabneTke, ycnosus XpaHeHus,
O3HaKOMbTECb ~ C  Npwunaraemoit  WHCTPyKUWeW», | npeaynpeauTenbHble Haanucu «Copepxut
«MpUHMMaTL NO HAa3HAYEHWIO Bpaya», yCNOBUA OTNYCKa, | NakTO3bl  MOHOrMApaT»,  «XpaHuTb B
cnocob NPUMEHeHNs, Haanucb «®» - | HeaocTynHoMm Ans aeted mectex, «Mepep
3aperucTpMpoBaHHbIA  TOBapHbIN  3Hak», HOMEp | NMPUMEHEHWeMm npenaparta O03HaKOMbTECh C
CBMAETENbCTBA O PEerucTpauuu TOBAPHOTO 3Haka, | mpunaraemoint WHCTpykuuen», «lpuHumatb
Homep perncTpauuoHHOro YAOCTOBEPEHUS, | MO Ha3HAYEHWUIO Bpada», YCnoBUS OTNycka,
HaumeHoBaHue aepxarens PerucTpaumoHHoro | cnocob npumeHeHus, Haanucb «®» -
YAOCTOBEPEHUS,, €ro CTpaHy U TOBApHbIA 3HaK | 3aPEruCTPUPOBAHHbLIA  TOBAaPHbIN  3HAKY,
(naTuHUUen), HaumeHOBaHWe W CTpaHy @UpPMbl- | HOMEp CBUAETENbCTBA O perucTpauun
npouasoautens (npu npoussogctee Ha OO0 «MAKWU3- | TOBapHOro 3Haka, HOMep pPerucTpaunoHHOro
OAPMA» ykasbiBalOT CTpaHy, [OpPOA), LUTPUX-KOA, | YAOCTOBEPEHMUSsi, HAUMEHOBaHUE AepxaTens
HOMep cepuu, AaTy NPOU3BOACTBA (NPU NPOWU3BOACTBE | PErMCTPALMUOHHOTO  YyAOCTOBEPEHUs, €ero
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBA He | CTpaHa W TOBapHbI 3HaK (natuHuuen),
HaHOCAT), AATy UCTEYEHUA CPOKA FOAHOCTU, LUTPUX-KOA | HAaUMEHOBaHWe, CTpaHa U ropos uUpMbI-
B tdopmare DataMatrix, rnobanbHbIl | NPOU3BOAUTENSNA, LUTPUX-KOL, HOMEp Cepuu,
MAEHTUMUKALMOHHBIA HOMEpP TOProBOW eAWHULUbI W | JaTa WUCTEYEHWs CpoKa FOAHOCTHW, LUTPUX-
WHAUBUAYaNbHbIA CEPUHBIA HOMEP TOProBOWK eAnHULEl. | kog B dopmaTte DataMatrix, rno6anbHbiit
NAEHTUMDWUKALUOHHBIA  HOMEpP  TOProBoOWn
eAVHUALBI W WHAUBUAYANbHbIA CEPUAHBIN
HOMEp TOProBON €4UHULIbI.
HononHumensHo Ha emopuyYHOU ynakoeke (Ha nayke | [ononHumesnbHO Ha 8mMOPUYHOU yrnaKoeke
KapmoHHOU) Ha aHenulcKoM si3blke yKasblearom. | (Ha rayke KapmoHHOU) Ha aHenulickom
TOpProBoe HauMeHOBaHWE NEeKapCTBEHHOrO Npenapara, | si3blke yka3aHO: TOProBoe HauMeHOBaHue
MeXAYHapOAHOEe HEenaTeHTOBaHHOE HaWMEHOBaHWe, | NeKkapCTBEHHOro npenapara,
AO3UPOBKY, NEKApCTBEHHYIO (hOPMY U KONUYECTBO | MeXAyHapoaHoe HenaTeHToBaHHOe
TabneTok B ynakoBke, Hagnuck «Antiaggregant». HauMeHoBaHWe, J,03V1POBKa, NeKapCTBEHHas
cdopma 1 konuyecTso TabneTok B ynakoske,
Hagnuck «Antiaggreganty.
12. | CPOK rogHOCTHU 2 roaa CooTtseTcTBYET
3aknueHue: CoortBetcTBYyeT TpebGoBaHuam J1M-006376-290720, uam. Ne1, 2, 3
1 ’
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