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Ne HaumeHoBaHue
nin noxasaTens Tpeb6oBanusa HL PesynbTathl aHanu3a
1. | ONUCAHMUE BusyaneHuii. Kpyrnbie asoskoBeinyknble Tabnetku ¢ | Kpyrible ABOAKOBbINyKNbie Tabnetkn ¢ dac-
thackoii, NOKpbITLIE MNEHOYHON OBONOYKON PO3OBOMO | KOW, NOKPHITHIE MAEHOUHOWH OBOMOYKON PO-
usera. 30BOro UBETA.
2. | NOANUHHOCTbL Y®-cnektpochoToMeTpusi. Yd-cnekrpel nornoieHus | Y®-cnektpodoToMeTpus. YD-cnexrpbl no-
UCTBITYEMOrO U CTaHAAPTHOrO pacTBopoB B 06RacTi OT | rAOLWEHWS WCNBLITYEMOrO W CTaHZapTHOro
250 a0 300 HM AOMKHBI MMETb MaKCUMYMbl NPYU OBHUX U | pacTBOpoB B obnactu or 250 fo 300 Hm
TeX e ANNHAX BOJH. MMEIOT MaKCUMYMb! MPU OBAHUX N TEX Xe
ANKHaX BOSH.
BIXX. Bpems yaepxuBaHus OCHOBHOrO Muka Ha xpo- | BAOXKX Bpemst yaepKusaHus OCHOBHOTO Nu-
matorpamMmme MCMbLITYEMOro pacTsopa AOSKHO COOTBET- | K8 Ha XpoMaTorpamMe WCNbITYEMOro pac-
CTBOBaTb BPEMEHN YAEPXMBaHWA NWKa KIONWAOrpena | Teopa COOTBETCTBYET BPEMEHW yaepXuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasfen | HUS NUKa KNONUAOTPEna Ha Xxpomatorpamme
«KonuyecteeHHOE onpepenexuey). cTaHaapTHoro pacteopa (pasgen «Konude-
CTBEHHOE onpeaeneHue»).
3. | CPEOQHAA MACCA e PO, 09C.1.4.2.0009.15.
OT 248,56 p0 263,94 mr (256,25 Mr £ 3,0 %). 256,79 mr (+0,2%)
4. | PACTBOPEHUE re PO, 09C.1.4.2.0014.15, (102%)
Y®-cnektpocdoToMeTpUA. 103%
He meHee 80 % (Q) OT 3aABNEHHOrO KONU4ECTBa Knonu- 103%
aorpena Yyepes 30 MuH. 101%
101%
103%
103%
5. | POACTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,02%
npumeck C — He Bonee 1,5 %; 0,45%
eAVHUYHaA HeuaeHTNULUpoBaHHas NpUMech — He Go- 0,06%
nee 0,2 %;
cymma npumeceil — He Gonee 2,5 %. 0,53%
6. | BOOA e PO, 09C.1.2.3.0002.15, meTop K. Puwepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBUOJIOTUMYECKAA | IM'd PP, ODC.1.2.4.0002.18, kateropun 3A.
YUCTOTA O6Lee uncno aapobHbiX MUKPOOPraHM3MOB - He Gonee
10° KOE B 1 1 (mn);

Obljee 4uCnO APONOKEBLIX W MIECHEBLIX PUBOB: He
Gonee 10° KOE B 1 1 (mn);

MeHnee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: orcytcrene B 1 1 (Mn). He obHapykeHo
8. | OQHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
BO3UPOBAHUA AV < 15,0 % (n = 10), ecnun ycnosue He BLINONHAETCS,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuue- AV40=3,1%
CTBEHHOE COAEPKaHUe Konuaorpena AOMKHO Haxo-
auntbes 8 nHtepsane 0,75-M —1,25-M.
9. | KONMYECTBEHHOE B3XX. Ot 71,25 po 78,75 wmr knonuaorpena (ot 95,0 % 73,64 mr
ONPEQENEHUE 80 105,0 % ot 3asBneHHOro konuuecTea) B oaHOMN Tab- (98,2%)
neTke.
10. | YNAKOBKA lpu npouseodcmee, hacoske w/unu ynakoske Ha OO0 | lMpouzsodcmeo, chacoeka u ynakoeka Ha

«MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO YNaKOBKY
(6nmcTep) U3 NNEHKU NONMUBMHUAXNOPUAHON N chonbru
anioOMUHWEBOW WNKU B KOHTYPHYIO SYENKOBYIO YNaKOBKY
(6nucrep) ns nnexkn NBX/NBOX 1 donbr aniommHue-
BOW.

Mo 3 unu 6 KOHTYPHBIX AYEKOBLIX ynakoBok (6nucre-
poB) unn no 1 6aHke BMECTe C MHCTPYKLUEl No npume-
HEHWIO B NAYKY KAPTOHHYIO.

000 «MAKU3-OAPMA»:

Mo 10 TabneTtok B KOHTYPHYIO AYENKOBYIO
ynakosky (6nuctep) us nnexku MBX/NBOX n
¢honbru anloMUHNEBOIA.

Mo 3 KOHTYpPHBIX AYEHKOBLIX YNaKoBOK (65imn-
CTEpOB) BMECTe C MHCTPyKUUEeN No npume-
HEHMIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA Mepesuynas ynakoska

Ha xoHnmypHoii sidelikosoll ynakoeke (brucmepe) Ha
PYCCKOM A13blKe yKa3bleaom: TOProBoe HauMeHOBaHue
npenapata ¢ npeAynpeauTENbHON MapKupoBkol ®,
MEXAYHAPOAHOE HEenaTeHTOBaHHOE HaWMEHOBaHME W
A03UPOBKY (Ha PYCCKOM U aHFMUACKOM  A3bIKaXx),
NieKapCTBeHHYI0 (opMy, HaumeHOBaHWe  TOBapHbIi
3HaK  (naTWHWUER) Aepxatens  perucTpauuoHHoro

MepeuyHasn ynakoeka

Ha konmypHoli  syelikosoli ynaxoske
(6nucmepe) Ha pYycckOM Si3biKe YKa3aHo:
TOProBOe HaMMeHoBaHWe npenapata ¢
npepynpeauTenbHoin  mapkuposkon — ®,
MEXAYHapOAHOE HenaTeHToBaHHOe
HaumeHoBaHMe 1 A03NPOBKa (Ha PyCCKOM i
AHIMMWACKOM  A3blKax),  NeKapcTBEHHan
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YAOCTOBEPEHUSl, HOMEp cepuu, AaTy NPOW3BOACTBA
(npn  dacoske Ha OO0 «MAKU3-OAPMA» paty
NPOV3BOACTBA HE HAHOCAT), AATy WUCTEUEHWR] Cpoka
roAHOCTH.

Bmopuyras ynakoexa
Ha xapmoHHoU navke Ha PYCCKOM A3biKe yKas3bleaom:
TOProsoe HaumeHoBaHue npenapara c

npeaynpeauTenbHON Mapkuposkon ®, mexayHapoaHoe
HenaTeHToBaHHOe HaMMeHoBaHue, AO3NPOBKY,
thapmakoTepaneBTUYECKYIO TPYNRY, FNEKAPCTBEHHYIO
tdopmy wn  konudecTBo TabneTok B YNakoBke,
HauMeHoBaHWe U  CcOoAepxaHue  AeWCTBYIOLLErO
BelecTsa B oApHOW TabneTke, YCNoBUA XpaHEHus,
npeaynpeavuTeneHble Haanucn «CopepXUT NaxTosbl
MOHOrUAPaT», «XpaHuTe B HEROCTYNHOM Ana AeTen
MecTe», «Mepea NpUMEHeHnem npenapata
O3HaKOMbTECb  C  NPUNAraemoil  MHCTPYKUUEN»,
«[puHUMaTE NO Ha3HAYEHUIO Bpa4ay, yCroBUsl OTRYCKa,
cnocob NPUMEHEHUs,  Haanucb «®» -
3aperucTpupoBaHHbinl - TOBApHLIN  3HAK»,  HOMEpP
CBUAETENBCTBA O PperucTpauum TOBapHOrO 3Haka,
HOMep perncTpauuoHHoro YAOCTOBEPEHNSA,
HaumeHoBaHue pepxartens perncTpaunoHHoro
YAOCTOBEPEHUSl, €fo CTpaHy W TOBapHbli 3HaK
(naTvHuuen), HaumeHoBaHWe U CTpaHy UPMbI-
npoussogutens (npu npounssogctee Ha 000 «MAKWU3-
DAPMA» yKaselBaloT CTpaHy, ropog), LUTPUX-KOA,
HOMEp cepuun, AaTy NpPoM3BOACTBA (NpU NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npousBOACTBa He
HaHOCAT), AATY KCTEMEHMS CPOKA FOAHOCTH, LUTPUX-KOZ,
B chopmare DataMatrix, rnoGanbHbIi
WAGHTUMDMKALMOHHEIN HOMEP TOProBOW eAuHUUbLl K
VNHAUBNAYaNbHBIA CEPUIAHBIA HOMEP TOPrOBOW €ANHULILI.

HononHumensHo Ha emopuyHoll ynakoeke (Ha nauxe
KapmoHHOU) Ha aHaiulcKOM $I3biKe  yKasbleaom:
TOProBOEe HauMEHOBaHWE NEeKapCTBEHHOrC npenapara,
MEeXAYHapOAHOE HEenaTeHTOBaHHOE HauMeHOBaHue,
AO3MPOBKY, fNEKapCTBEHHYI (hOPMY UM  KOMUUECTBO
TabneTok B ynakoske, Haanuce «Antiaggregant».

thopMa, HaumeHoBaHWe TOBAapHLIA 3HAaK
(naTuHUUen) pepxartens perncTpaunoHHoro
YAOCTOBEPEHMA, HOMEp cepun, Aara
WNCTEYEHUS CpoKa FrOgHOCTH.

BmopuyHas ynakoeka

Ha xkapmouHOU nayke Ha PYCCKOM si3bike
yKa3aHo: TOpProeoe HanMeHOBaHue
npenapara c npeaynpeauTenbHo
MapKUPOBKOWA ®, MEXAYHapOoaHOoe
HenaTeHToOBaHHoe HaMMEHOBAHME,
AO3NpoBKa, dapmakoTepaneBTMHeCKas
rpynna, neKkapcTBeHHan cthopma ]
Konuyectso  TabneTok B ynakoeke,
HavuMeHoBaHue n COAEpPXaHne
HEeNCTBYIOLLIEro BewecTBa B OJHOW
Tabnetke, ycnosms XpaHeHus,
npeaynpeautensHole Hagnucu «Coaepxut
NakTossl  MoHorMapar», «XpaHuTe B
HeAOCTYNHOM AnA peTeit mecte», «[Mepea
NPUMEHEHWEM npenapata O3HaKOMbTECH C
npunaraeMon MHCTpykumen», «MpuHUMaThL
no HasHa4YeHWIo Bpaqay, YCMoBUA OTNycka,
cnocof npumeHeHus, Hapnuce «®» -
3apEerncTpupoBaHHbIi  TOBapHbI  3HaKy,
HOMEp CBUAETENLCTBA O PErucTpauuu
TOBapHOro 3HaKa, HOMEp PErncTPaLMOHHOro
YAOCTOBEPEHMNSA, HAMMEHOBaHYE AepKaTena
PEerucTpaunoHHOro  YAOCTOBEPEHMs, €ro
CTpaHa M ToBapHbI 3HAaK (naTuHuueit),
HaumeHoBaHue, cTpaHa u ropog upmbl-
Npowu3BOAUTENSA, LUTPUX-KOA, HOMEP Cepuy,
faTta UCTEMEeHUA CPOKA TOAHOCTW, LUTPUX-
koa B copmarte DataMatrix, rnoGanbHbil
MASHTUMUKALNOHHBIA  HOMEP  TOProBoOWA
€AVMHUUL 1 uHAMBMAYASbHBIN CEePUNHBINA
HOMED TOProsov e4nHNLbI.
HononnumensHo Ha emopu4Holl ynakoeke
(Ha navke KapmoHHOU) Ha aHenulickom
SI3bIKe yKa3aHO: TOProBOe HaumeHOoBaHue
NeKapcTBEHHOro npenapara,
MEeXAYHapoaHoe HENaTeHTOBaHHOE
HanuMeHoBaHve, [,03UPOBKa, NTeKapCTBEHHanA
chopma ¥ Konn4ecTBo TabneTok B ynakoBke,
Haanucb «Antiaggregant».

12. | CPOK 'OOQHOCTH

2 ropa

CootseTcTBYyET

3anoueHue:

HavanbHuk OKK:

Nata Bbinycka OKK: «24» aekabpsa 2024 r.




