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1. | ONMUCAHUE BusyaneHeiit. Kpyrnole asosikosbinyknbie Tabnetkn ¢ | Kpyrnble 4BOSIKOBBINYyKNble TabneTku ¢ dac-
¢hacko’, NOKPLITBIE MIIEHOYHON OBONOYKON PO3OBOrO | KO, MOKPLITHIE NAEHOYHOW OGOMNOYKONM pPO-
LseTa. 30BOrO LBeTa.
2. | NOASNTMHHOCTL Y®-cnexkrpodoToMeTpus. Y®-cnekrpel nornowennsa | Y®-cnekrpodoTomeTpus. YP-cnekTps! no-
MCNLITYEMOro ¥ CTaHAapTHOrO pacTBOPOB B 06NACTW OT | MMOLIEHUA WCNLITYEMOrO W CTaHAAPTHOrO
250 no 300 HM AOMKHBI UMETb MakCUMYMb! NPV OAHUX U | pacTeopoB B8 obnactu oT 250 go 300 Hm
TeX e AJIMHAX BONH. VMMEIOT MaKCUMYMbl NpA OAHUX U TEX Xe
ANUHAX BOJH.
B3XKX. Bpems yaepXMBaHUA OCHOBHOTO Nuka Ha xpo- | BAXKX Bpems yaepxvsaHusi OCHOBHOrO nu-
maTtorpamMme UCNLITYEMOrO pacTBopa AOSKHO COOTBET- | KA Ha XpomarorpaMme WCNLITYEMOro pac-
CTBOBaTh BPEeMeHN YAEPXKUBAHWA MUKA Knonwaorpena | TBOpa COOTBETCTBYET BPEMEHW YAepsKuBa-
Ha XpomaTorpamme CTaHAapTHOrO pacTBopa (pasgen | HWA Nuka Knonugorpena Ha xpomarorpaMme
«KonuyecteeHHOE onpeaeneHue»). cTaHaapTHoro pactBopa (pasaen «Konuue-
CTBEHHOE onpegenexHmne»).
3. | CPEQHAA MACCA re Po, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 Mr (256,25 Mr + 3,0 %). 257,57 mr (+0,5%)
4. | PACTBOPEHUE re PO, 0©C.1.4.2.0014.15, (101%)
Y®-cnekrpodoTomMeTpUs. 101%
He menee 80 % (Q) oT 3asBNEHHOro KONUYecTBa KNoMnu- 100%
aorpena vepes 30 MuH. 102%
101%
100%
103%
5. | POACTBEHHbIE BIOMXX.
NMPUMECHU Mpumecs A — He Gonee 1,2 %; 0,02%
nprimecb C — He Gonee 1,5 %; 0,53%
€AVHNYHAA HenpeHTuuUMpoBaHHas NpuMeck — He Go- 0,04%
nee 0,2 %;
cymma npumecei — He Bonee 2,5 %. 0,59%
6. | BOOA e PO, 090C.1.2.3.0002.15, meTon K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOJNIOTMYECKAS | NP Pd, 0PC.1.2.4.0002.18, kaTeropusa 3A.
YUCTOTA O6Liee 4ncno aspoGHBIX MUKPOOPraHU3MoB - He Gonee MeHee 20KOEB 1T
10° KOE B 1 r (Mn);
ObLyee 4nMcno ApOXOKEBBIX W NNECHeBbIX rpuboB: He Menee 10 KOEB 1T
6onee 10° KOE B 1 r (mn);
Escherichia coli: otcytcTeue B 1 1 (Mn), He ofHapyieHo
8. | OAHOPOAHOCTbL Fe PO, 0©C.1.4.2.0008.18, cnocob 1.
[O3UPOBAHUA AV £ 15,0 % (n = 10), ecnv ycnosue He BLINONHAETCS,
TO AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konude- AVio=3,4%
CTBEHHOE COAEpPXKaHMe KNOnUAOrpena AOMKHO Haxo-
AuTbCA B MHTepBane 0,75-M - 1,25-M.
9. | KONUYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 73,52 mr
ONPEQENEHUE A0 105,0 % OT 3a8BNEHHOTO KONU4ECTBA) B OAHOI Tab- (98,0%)
netke.
10. | YNAKOBKA Mpu npoussodcmee, hacoeke w/unu ynaxkoske Ha OO0 | lNpoussodcmeo, ¢hacoeka U ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYpPHYIO RAuYeiikoBylo ynakoBky | Mo 10 TabneTok B KOHTYPHYIO SUENKOBYIO
(6nuctep) U3 NNEHKM NONUBMHWNXNOPUAHOA U donbrv | ynakosky (6nuctep) us nnexku NBX/TBAX n
anioMUHNEBON UMW B KOHTYPHYIO AYENKOBYIO YNakoBky | chonerut anioMMHUEBON.
(6rmnctep) ns nnerku NBX/MBOX n conbrn anioMuHne-
BOW.
Mo 3 unn 6 KOHTYPHBIX AYelKoBbIX YnakoBok (6nncte- | Mo 3 KOHTYPHbIX AYENKOBLIX ynakoBok (6nu-
pos) unm no 1 GaHke BMeCTe C UHCTPYKUMEN MO npume- | CTepoB) BMECTE € WHCTPYKuUUelh no npume-
HEHMIO B NaYKky KAPTOHHYIO. HEHUIO B NAYKY KAPTOHHY!IO.
11. | MAPKMPOBKA lMepesuyHast ynaxkoeka lMepsuy4Has ynaxkoska
Ha xoumypHoii siyelikoeoli ynaxoeke (6nucmepe) Ha | Ha  koHmypHol = sivelikosoli  ynakoeke
PYcCKOM si3biKe yKasbleailom: TOpProsoe HaumeHoBaHnve | (6rucmepe) Ha PYCCKOM si3bike YKa3aHo:
npenapata ¢ npeAynpeauTencHOl MapkupoBkoW ®, | ToproBoe HauMeHoBaHWE npenapata ¢
MEXAYyHapOAHOE HENAaTEHTOBAHHOE HAUMEHOBAHWE W | MPEAYNPEAWTENbHON  MapKMpoBKOi  ®,
[O3NPOBKY (HA PYCCKOM W  aHIMMACKOM A3blKax), | MexayHapogHoe HenaTeHToBaHHOe
NEeKapcTBEHHYI0 DOPMY, HAUMEHOBaHWE  TOBapHbiA | HaMMEHOBaHWE W A03MPOBKa (Ha PYCCKOM U
3HaK (naTnHuue#) AepkaTens  PEerncTpauMOHHOrO | aHrnUACKOM  Asblkax),  JiekapcTBeHHas
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YyAOCTOBEPEHUS, HOMEp cepuM, AaTy NPOM3BOACTBA
(npu  cpacoske Ha OO0 «MAKU3-®APMA» aarty
NPOM3BOACTBA HE HAHOCAT), AaTy WCTEYeHMs cpoka
roaHoCTY.

BmopuyHas ynaxkoeka

Ha kapmoHHOU nayke Ha PYCCKOM $3biKE YKa3bieaiom:
Toprosoe HaumMeHoBaHue npenapara c
npeaynpeauTensHol Mapkuposkoin ®, mexayHapoaHoe
HenaTeHTOBaHHOE HaumeHoBaHue, AO3NPOBKY,
thapmakoTepaneBTUMECKYIO TPYNMy, NeKapcTBEHHYI0
dopmy u xonudectBo Tabnetok B  ynakoske,
HauMEHOBaHWE W COAEPXaHMe  AeicTBYIOLLEro
BellecTsa B OAHON TabneTtke, YCAOBWA XpaHEKWA,
npeaynpeautenbHele Hagnucn «CoaepXKuT nakTo3bl
MOHOTMAPATY, «XpaHuTe B HEAOCTYNHOM AnsA AeTei
mecTey, «Mepeg NPUMEHEHVUEM npenapara
O3HaKOMbTECb C  MNpUNaraeMoll  WUHCTPYKUUEehy,
«lMprHEUMaTL NO HAa3HAYEHMIO Bpayay, YCNOBUA OTNyckKa,
crnocob NpUMEHeHNS, Haanucb «®» -
3aperncTpupoBaHHbii  TOBAPHLIA  3HAK»,  HOMEp
CBUAETENbCTBE O perucTpauuy TOBApHOro 3Haka,
HOmep perucTpauuorHoro YAOCTOBEPEHMS,
HauMeHoBaKne Aepxarens perncTpaLmoHHOro
YAOCTOBEPEHNA, €ro CTpaHy U TOBapHbI  3HaK
(naTuHMUen), HaMMeHoBaHWe W CTpaHy UpMbI-
npoussoguTens (npu npoussogcrse Ha Q00 «MAKU3-
DAPMA» ykasbiBaloT CTpaHy, TOPOZ), LWTPKUX-KOa,
HOMEp cepuu, AaTy NPOv3BOACTBA (NpU MPOU3BOACTBE
Ha 000 «MAKU3-PAPMA» paTy npovsBOACTBa He
HaHOCAT), AATy NCTEYEHUS CPOKa FOAHOCTU, LLTPUX-KOA
B ctopmare DataMatrix, rnoGanbHbli
NAEHTUMMKALMOHHLI HOMEP TOProBOW €AMHULLI W
VWHAVMBUAYAanbHBIA CEPUIAHBIA HOMEP TOProBOit €ANMHULIbL.

JononHumernsHO Ha emopuyHol ynakoeke (Ha navke
KapmoHHoOU) Ha aHanuiicKOM A3biKe  yKa3dbleaiom:
TOproBOE HaWMEHOBAHME NEKapCTBEHHOre npenapara,
MEXAYHapOAHOE HEenaTEeHTOBAHHOE HavMEHOBaHMe,
AO3UPOBKY, NEKapCTBEHHYIO (OPMYy KN  KONWUYECTBO
TabneTok B ynakoske, Hagnuck «Antiaggregant».

¢opmMa, HaUMEHOBAHWE TOBApHbIA 3HaK
(naTuHuUen) AepxaTens PerMcTPaUMoOHHOro
YAOCTOBEPEHUsi, HOMep cepuu, jaTta
NCTEYEHUS Cpoka rOAHOCTH.

BmopuyHas ynakoexa

Ha xapmorHOU nauke Ha pyccKOM si3bike
yKa3saHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeanTensHok
MapKUPOBKOIA ®, MEXAYHapoaHoe
HenaTeHTOBaHHoe HaumeHoBaHue,
A03UpOBKa, chapmakoTepanesTuueckas

rpynna,  nekapcTBeHHaa  copma M
konuuectBo  Tabnetok B  ynakoBke,

HauMeHOBaHMne n COAEpKaHue
OEeNCTBYIOLEro  BelecTBa B OAHOW
Tabnetke, ycnosus XpaHeHusA,

npeaynpeantenbHoie Haanmeu «Coaepxut
NaKkTo3bl  MOHOrMApaT», «XpaHwTb B
HeAOCTYNHOM ANS peren mecte», «Mepea
npUMEHeHVeM npenapaTta 03HaKOMbTECb C
npunaraemon WHCTpykuuen», «MNpuHumaTh
Nno HasHa4YeHWIo Bpayva», YCNOBUA OTNyCKa,
cnoco6 npumeHeHus, Haanucb - «®» -
3apErncTpMpoBaHHbIi  TOBAPHbLIA  3HAK»,
HOMEpP CBUWAETeNnsCTBA O perucTpaumu
TOBapHOro 3HaKa, HOMep PErucTpPaLMOHHOrO
YAOCTOBEPEHUSA, HAMEHOBAHUE AepXKaTens
PerncTpauuoHHOro  YAOCTOBEPEHMA, ero
cTpaHa W TOBapHbIA 3HaK (NaTuHUUEn),
HaumeHoBaHWe, cTpaHa u ropos uUpMbI-
NPON3BOANTENSA, LUTPUX-KOA, HOMEp cepuy,
fiata MCTEYeHWs Cpoka FOAHOCTM, LUTPUX-
kop B chopmarte DataMatrix, rnoBanbHbii
NAEHTUMUKALIMOHHBIA  HOMEP  TOProBOW
€AVHMUBI 1 WHAMBUAYaANbHBLIA CEePUIAHBIA
HOMEP TOProBOW €ANHULBI.

HononHumensHo Ha emopu4HOll ynakoeke
(Ha nayke kapmoHHOU) Ha aHanulickom
SI3bIKE yKa3aHo: TOProBoe HauMeHoBaHue
NeKapCTBEHHOro npenapara,
MeXgyHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHue, 4031POBKa, JIeKapCTBEHHAA
chopma u Konn4ecTeo TabNeTok B ynakoBke,
Haanuch «Antiaggregant».

12. | CPOK rOQHOCTHU 2 ropa CooteeTcTBYET
3aknioueHue: CoorBercTBYeT TpeboBa |
HavanbHuk OKK:

Oata Bbinycka OKK: «10» aHBaps 2025 r.
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