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1. | ONNCAHUE

BusyanbHuin. Kpyrnble ABOAKOBbINyknbie TabneTku ¢
hackol, NOKPLITHIE MNEHOYHOW OBONOYKON PO30BOro
usera.

Kpyrnele aBoskoBbINyknble Tabnetku ¢ ac-
KOW, NOKPbITbIE NNEeHO4YHOW OBGOoNoUKON po-
30BOrO LiBETA.

2. | NIOAJINHHOCTb Y®-cnektpocpoTomeTpua. YP-cnekTpbl NOrNoLeHns

MCMBLITYEMOrO M CTaHAapTHOrO pacTBopos B obnactn or
250 po 300 HM AOMKHLI UMETL MaKCUMYMbI NPU O4HUX U
TeX Xe ANUHaX BOJH.

BIXKX. Bpems ysepxvBaHus OCHOBHOIO NWKa Ha Xpo-
MaTorpaMme NCNLITYEMOro pacTsopa AOSHKHO COOTBET-
CTBOBaTh BPEMEHN YAEPXUBAHMA NUKa Konuaorpena
Ha Xpomarorpamme CTaHAapTHOro pacTeopa (pasaen
«KonuuecTBeHHOE onpeaeneHue).

Y®-cnektpodoromeTpun. Yd-cnektpbl no-
rNOWEHUA UCMBITYEMOrO W CTaHAapTHOrO
pactBopoe B o6nactn ot 250 ao 300 Hm
UMEIOT MaKCUMYMbi NPU OAHUX U TEX Xe
ANVHAX BOJH.

B3XX Bpems yaepXwWBaHUA OCHOBHOrO nu-
Ka Ha XxpomaTorpamme WCALITYeMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAEPKUBA-
HUA NKKa Knonujorpena Ha xpomarorpamme
cTaHpapTHoro pacreopa (pasgen «Konuue-
CTBEHHOE OnpeAeneHne»).

3. | CPEOHAA MACCA re Po, 09C.1.4.2.0009.15.
OT 248,56 50 263,94 mr (256,25 mr + 3,0 %). 257,58 mr (+0,5%)
4. | PACTBOPEHUE o PO, 09C.1.4.2.0014.15, (100%)
Y®-cnekrpodoToMeTpuA. 100%
He menee 80 % (Q) oT 3a8BNEHHOrO KONIMYECTBA KNONK- 98%
porpena yepes 30 MUH. 100%
102%
98%
100%
5. | POOCTBEHHbIE B3XKX.
MPUMECH Mpumeckb A — He Gonee 1,2 %; 0,03%
npumeck C — He Gonee 1,5 %; 0,43%
€AVHNYHAs HenpeHTudULMpoBaHHas npumech — He 6o- 0,05%
nee 0,2 %;
cyMMa npumecen — He Gonee 2,5 %. 0,51%
6. | BOOAA Fe PO, 09C.1.2.3.0002.15, meTtoa K. duwepa.
He 6onee 7,0 %. 1,5%

7. | MUKPOBUONOINMYECKASA | P Po, 0®C.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA Obwee uncno aspobHLIX MUKPOOPraHM3mMoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 r (Mn);
Obujee uMCNO APONOKEBLIX W NMECHEBLIX rpubos: He MeHee 10KOE B 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcyTetene B 1 1 (Mn). He o6HapyxeHo .
8. | OAHOPOOHOCTbL re Pe, 09C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCA,
To AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konuye- AVi6=3,1%
CTBEHHOE COAEpXaHWe KNONMAorpena AOMKHO Haxo-
AnTbCA B MHTepBane 0,75-M — 1,25-M.
9. | KOMNYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,41 mr
ONPEOENEHUE 80 105,0 % oT 3asBNEHHOro KONMYEeCTBa) B OAHON Tab- (101,9%)

netke.

10. | YITAKOBKA

lpu npoussodcmee, ¢hacoske u/unu ynakoeke Ha QOO
«MAKV3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYK AYEAKOBYIO YNAKOBKY
(6nuctep) M3 NNEeHKA NOSIMBUHUIIXIIOPUAHON N honbrn
anioMUHNEBON WAW B KOHTYPHYIO AYENKOBYIO YNaKOBKY
(6nnctep) n3 nnexkn NBX/NBAX n conbru aniomuHmne-
BOWA.

Mo 3 unu 6 KOHTYPHBLIX AYENKOBLIX YNakoBOK (Gnucre-
poB) nnn no 1 6aHke BMECTe C UHCTPYKLIMEN No npume-
HEHUIO B NAYKy KAPTOHHYIO.

lMpouseodcmeo, ¢hacoeka u ynakoska Ha
000 «MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYEAKOBYK
ynakoBky (6nuctep) us nnexku NBX/MNBOX u
honbru anoMuHUEBON.

Mo 3 KOHTYpHBIX AYEHKOBbIX YNAKOBOK (Grmn-
CTEpoB) BMECTE C MHCTPyKuue#h no npume-
HEHUIO B NauKy KAPTOHHYIO.

11. | MAPKUPOBKA

MepsuyHas ynakoska

Ha koHmypHol selixoeoll ynakoeke (6riucmepe) Ha
PYCCKOM si3biKe yKa3blgalom. TOProBoe HauMeHoBaHue
npenapata ¢ npeaynpeanTencHON MapkupoBkon ®,
MEXYHApPOAHOE HEenaTEeHTOBAaHHOE HauMEHOBaHWe |
AO3NPOBKY (HA PYCCKOM W aHIMIMWACKOM  A3bIKaXx),
NeKapcTBeHHyl0 (HOPMY, HaWMEHOoBaHWe  TOBapHbIN
3Hak  (naTuHWuen) AaepXaTtens  perncTpauuoHHOro

lMepsuyHas ynakoeka

Ha koHmyproli siyelikoeoli ynakoeke
(bnucmepe) Ha pYyCcCKOM Si3biKe yKa3aHo:
TOProBOE HaumeHoBaHWe npenapata ¢
npeaynpesuTenbHoii  mapkuposkon  ®,
MEXAyHapoaHoe HenaTeHTOBaHHOe
HanmMeHoBaHWe 1 J03MpoBKa (Ha PYCCKOM W
QHIMUACKOM  A3blkax),  NekapcTBeHHas
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YAOCTOBEPEHUS,, HOMEpP Cepun, AaTy NpPOU3BOACTBA
(npu dpacoske Ha OO0 «MAKU3-®APMA» paty
NPON3BOACTBA HE HAaHOCAT), AATy WCTeYeHus cpoka
rOAHOCTU.

BmopuyHas ynakoska

Ha kapmoHHOU nauke Ha PYCCKOM SI3biKe YKa3bieaiom:
TOproeoe HauMeHoBaHue npenapaTa c
npeaynpeanTeEnbHO MapkupoBkoi ®, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHOBaHue, A O3UPOBKY,
dhapmakoTepanesTUYeCKylo rpynny, NeKapCTBEHHYIO
dopMy K KOnNMYECTBO TabneTok B  ynakoBeke,
HauMeHoBaHWe W coAepXaHue  AeliCTBYIOLLErO
BewlecTea B OAHOW TabneTke, YCNOBWUS XpaHEeHWs,
npeaynpeauTtencioie Hagnucu «CoaepxuT NnakTosbl
MOHOMUAPaT», «XpaHUTb B HEAOCTYNHOM AnA AeTel
mecTe», «Mepep, npUMEHeHneM npenapara
O3HaKOMbTECb € TIpUnaraemMol  MHCTPYKLMEn»,
«IpuHMMaTL NO Ha3HAYEHUIO BpaYay», YCNOBUA OTNYCKA,
cnocob NPUMEREHUS, Hagnuck «®» -
3aperncTpupoBaHHbIi  TOBapHBIA  3HAK»,  HOMEp
CBUAETENBbCTBA O pEerucTpauun TOBAPHOrO  3Haka,
Homep perncTpauuoHHoro YAOCTOBEpEHUS,
HauMeHoBaHue Aepxarens pPerucTpaumorHoro
YAOCTOBEPEHUSl, €ro CTpaHy U TOBapHblAi 3HaK
(naTnHuuen), HaumeHoBaHWe W cTpaHy uUpMbI-
npouseoauTena (npu npoussogcrtee Ha 000 «MAKI3-
OAPMA» yKkasblBaloT CTpaHy, ropoj), LUTPUX-KOA,
HOMEp cepuu, BaTy NpousBOACTBa (NPU NPOU3BOACTEE
Ha OO0 «MAKU3-PAPMA» paaTy npousBOACTBa He
HaHOCAIT), AATY UCTEYEHNA CPOKa FOAHOCTU, LUTPUX-KOA
B thopmare DataMatrix, rnobanbHbli
UAEHTUPNKALNOHHBIA HOMEpP TOProBOi EANHULBI Y
VHAVBUAYANbHBLIN CEPUAHBIA HOMEP TOPrOBOW €4NHNLIL!.

HononHumensHo Ha emopuyHoll ynakoeke (Ha navke
KapmoHHOU) Ha aHanulickoM A3blKe  yKasbleawm:
TOProede HaumMeHOBaHME NEKAPCTBEHHOrO npenapara,
MEXAYHAPOAHOE HEeNaTEeHTOBaHHOE HauMeHoBaHue,
DO3NPOBKY, NEKapcTBeHHylo ¢opMy M KONUYECTBO
Tabnerok B ynakoeke, HaaNUch «Antiaggregant».

dopma, HaMmeHOBaHWe TOBApHLIN 3HaK
(naTuHuLen) pepxarTens perucTpaloHHoro
YVAOCTOBEpPEHUA, HOMep cepuwn, AaTa
WCTEYEHMNSA CPOKA FOAHOCTH.

BmopuyHas ynakoeka

Ha xapmowxHOU nauyke Ha PYCCKOM $i3bike
yKasaHo; TOprosoe HauMEHOBaHKUEe
npenaparta c npeaynpeauTenbHoi
MapKUPOBKON ®, MexayHapoaHoe
HenaTeHTOBaHHOe HanmeHoBaHue,
AO3MpOBKa, thapmakoTepanesTuyeckasn
rpynna, nekapcTBeHHas dopma n
konuuecTeo  Tabnetok B ynakoBke,
HauMeHoBaHne n coaepxxaHue
AEACTBYIOWEro  Belectsa B ORHON
TabneTtke, ycnosus XpaHeHus,
npeaynpegutensHoie Hagnucu «Coaepxur
naKkTo3el  MOHOTMAPaT», «XpaHuTb B
HEAOCTYNHOM ANA AeTewn wmecTey, «[lepea
NPUMEHEHNEM npenapaTa O3HAKOMbTECh C
npunaraemolt UHCTpykumen», «MpuHumaTh
no HasHa4YeHWio Bpada», YCNoBUS OTNYCKa,
cnocol npuMeHeHus, Haanuce «®» -
3aperucTpupoBaHHBIA  TOBAapPHbLIA  3HaK»,
HOMEp CBUAETENLCTBA O perucTpaumu
TOBapHOro 3Haka, Homep pPerncTpaLuoHHOro
YAOCTOBEPEHNA, HAMMEHOBAHWE AepXaTens
PerucTpauuoHHOr0  YAOCTOBEPEHuUsA, €ero
cTpaHa W TOBapHbIA 3HAK (nNaTvHULEn),
HaMMeHOoBaHWe, CTpaHa U ropoa upMbl-
NPOM3BOANTENR, LUTPUX-KOA, HOMEP CEpuu,
faTta WUCTeYEeHWs CpoKa TFOAHOCTH, LUTPUX-
kog B cbopmaTte DataMatrix, rnoBasnbHbIi
NASHTUDUKAUNOHHBIE  HOMEP  TOProBoiA
€ANHALBLI U WHAUBUAYANbHBIA CEepUtHbIN
HOMEP TOProBOW eUHNLbI.
HononHumeneHo Ha emopuyHoll ynakoeke
(Ha nayke KapmoHHOU) Ha aHanulicKkom
fA3bIKE YKa3aHO. TOPIrOBOE HaUMEHOBaHWe
nekapcTBeHHOro npenapara,
MeXayHapoaHoe HenaTeHTOBaHHOE
HanMeHOBaHWe, 403UPOBKA, NEKAPCTBEHHAs
cdhopma 1 konnyecTso TabneTok B ynakoske,
Hagnuck «Antiagareganty.

12. | CPOKIrOgHOCTHU

2roaa

CooreTcTBYET

3aknioveHue:

HavanbHuk OKK:

Hata Bbinycka OKK: «17» nekabpa 2024 r.
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