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1. | ONMUCAHUE

Kpyrnble ABOAKOBbINYKIbIE TAGNETKU ¢ HacKoi, NOKpPbI-
Thle NeHOo4YHOoN 060nM04KOIN PO30BOro LBETA.

Kpyrnble aBosikoBbINyknble Tabnetku ¢ gac-
KOW, NOKPbITbIE MIEHOYHON O0BONOoYKON po-
30BOrO UBETA.

2. | NOANTUHHOCTL

Y®-cnektpodhotomeTpusi. YOd-cnekTpbl NOrnoLeHUs
MCNbITYEMOro U CTaHAapTHOro pacTBOPOB B 06nacTu oT
250 a0 300 HM AOMKHBI UMETH MAKCUMYMbI NPU OAHUX W
TEX e ANUHAaX BOMH.

B3XX. Bpemsa ysepxuBaHWs OCHOBHOTO NMKa Ha Xpo-
MaTtorpaMme WCMbITYEMOro pacTeopa AO/MKHO COOTBET-
CTBOBaTb BPEMEHU YAEPXUBAHWS NWKa Kronuaorpena
Ha XpomaTorpamme CTaHAapTHOrO pacTesopa (pasaen
«KonuyecTeBeHHOE onpepeneHue»).

Y®-cnektpocdoTomeTpus. YP-cnekrpbl no-
FNIOWEHNs1 UCNbITYEMOrO W CTaHAapPTHOro
pactsopos B obnactu ot 250 go 300 Hm
UMEIT MaKCUMyMbl NMPU OAHWUX U Tex xe
ANVHAaX BOMH.

B3XX Bpems yaepxuBaHWsi OCHOBHOrO nu-
Ka Ha XpomaTorpamme WCMbITYeMOro pac-
TBOpa COOTBETCTBYET BPEMEHMU yAepXusa-
HUS NUKa Knonuaorpena Ha xpomarorpamme
CTaHaapTHOro pacteopa (pasgen «Konuue-
CTBEHHOE Oonpeaenexue).

3. | CPEOHAA MACCA

e PO, 09C.1.4.2.0009.15.

Ot 248,56 n0 263,94 Mr (256,25 mr + 3,0 %). 257,94 mr (+0,6%)
4. | PACTBOPEHME e PO, 09C.1.4.2.0014.15, (93%)
Y®-cnektpodoTomeTpus. 100%
He meHee 80 % (Q) OT 3asiBNEHHOro KONMYecTsa Knonu- 99%
porpena vepes 30 MUH. 93%
92%
86%
86%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck A - He Gonee 1,2 %; 0,08%
npumeck C — He 6onee 1,5 %; 0,06%
€AUHNYHAs HeuaeHTUMdULMpoBaHHaa NpuMech — He 6o- 0,05%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,22%
6. | BOOA re P®, 09C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUONOIMNM4YECKASA

YUCTOTA

o PO, 09C.1.2.4.0002.18, kaTteropus 3A.

ObLee Yncno aspobHbIX MUKPOOPraHU3MoB - He Gonee
10°KOE B 1 r (Mn);

Obuiee 4YnMCno APOXOKEBLIX U NNECHEBbIX rPUBOB: He
Gonee 10° KOE B 1 r (mn);

Escherichia coli: otcytcTeue B 1 r (Mn).

Menee 20 KOEB 11
MeHee 10 KOEB 1T

He o6HapyxeHo

8. | OOHOPOOHOCTb

re Po, 09C.1.4.2.0008.18, cnocob 1.

JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycrnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n gna 30/30 TabneTok konuye- AV10=5,1%
CTBEHHOE COAEpXaHue KNonuaorpena AOMKHO Haxo-
AuTbeA B uHTepsane 0,75-M — 1,25-M.
9. | KONMIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,76 mr
ONPEOENEHUE 40 105,0 % oT 3asBnNEHHOro Konu4ecTsa) B 0aHOI Tab- (99,7%)

neTke.

10. | YMAKOBKA

lMpu npoussodcmee, ¢hacoske u/unu ynakoske Ha OO0
«MAKU3-OQAPMA»:

Mo 10 Tabnetok B KOHTYPHYIO SAYENKOBYIO ynakoBKy
(6nucTep) U3 NNEHKU MONMMUBUHUNXIOPUAHONA U ONbrn
anioMUHNEBON UMM B KOHTYPHYIO SYEKOBYIO ynakoBKy
(6nuctep) u3 nnexku MBX/MBAOX u donbrn anioMuHmne-
BOW.

Mo 3 unn 6 KOHTYPHBIX SYENKOBLIX YNakoBOK (Gnucrte-
poB) unu no 1 6aHke BMeCTe C WHCTPYKUMEN NO Npume-
HEHUIO B NaYKy KAPTOHHYIO.

lpoussodcmeo, ¢hacoeka u ynakoeka Ha
000 «MAKU3-OAPMA»:

Mo 10 Tabnetok B KOHTYPHYK SYEMKOBYIO
ynakoBky (6nuctep) ua nnexku NMBX/MBOX un
onbru anoMUHUEeBon.

Mo 3 KOHTYPHBIX AYENKOBBLIX Ynakosok (65u-
CTepoB) BMECTE C WHCTPYKUMEh no npume-
HEHWIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA

lMepsuyHas ynakoeka

Ha konmypHoli avelikosoli ynakoeke (6rucmepe) Ha
PYCCKOM £3bIKe yKa3blgatom. TOProBoe HauMeHoBaHue
npenapata ¢ npeaynpeauTenbHON MapKkupoBkon ®,
MEXAYHapO4HOE HenaTeHTOBaHHOE HauMeHOBaHue W
[O3MPOBKY (Ha pPYyCCKOM W aHFMUACKOM  A3bIKax),
NEeKapcTBEHHYl0 (hOpMY, HaUMEHOBAHWE  TOBAPHLIN
3HaK (naTuHuuel) AepxaTens  perncTpauumoHHOro

lMepeuyHas ynakoeka
Ha  konmypHol  s4elikogoli  ynakoeke
(6niucmepe) Ha pPycckoMm si3biKe yKa3aHo:

TOProBoe HauMMeHoBaHue npenapata C
NPeAynpeaAnTENbHON  Mapkuposkon  ®,
MeXayHapoAHoe HenaTeHToBaHHOE

HauMeHOoBaHWe U 403UPOBKa (Ha PycCKOM M
aHrMACKOM  A3blKax), nekapcTeeHHas
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YAOCTOBEpPEHUsi, HOMEp Cepuu, AaTy NpOU3BOACTBA
(npu  bacoske Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCAT), AaTy WCTEYEHUs CpokKa
TOAHOCTHU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pYCCKOM SI3blKe yKa3blgarom:
TOproBoe HauMeHoBaHue npenapara c
npeAynpeanTenbHON Mapkuposkoin ®, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHwue, L,03UPOBKY,
thapmakoTepaneBTUYeCKyl0  Tpynny, NeKapCTBEHHYIO
dopmy u  konuyecTBO Tabnetok B  ynakoBke,
HauMeHOBaHWe U  cojepxaHue  AeWCTBYIOLLEro
BellecTBa B OAHOW TabneTke, YCNOBUS XpaHEHUs,
npeaynpeautenbHble Haanucn «CoaepXXuT nakTosbl
MOHOruapaT», «XpaHuTb B HEAOCTYNHOM Ans AeTen
MecTey, «Mepep NPUMEHeHneMm npenapara
O3HAKOMbTECb ~ C  MNpuUnaraemMonl  UHCTPYKUMEN»,
«MpuHMMaTL NO Ha3HaYeHUIo Bpaya», yCnoBus oTnycka,
cnocob NPUMEHEHMUS, Haanuco «®» -
3aperucTpupoBaHHbIi  TOBapHbIl  3HaK»,  HOMep
cBuaeTenscTBa O perucTpauuM TOBApHOTO 3HaKa,
Homep perucTpaumoHHoro YAOCTOBEPEHUS,
HauMeHoBaHue Aepxarens perncTpaunoHHoro
YAOCTOBEpPEHWA, €ero CTpaHy W TOBapHbI 3HaK
(naTuHuUen), HauMeHoBaHWe W  CTpaHy UPMbI-
npoussoauTens (npu npoussoactese Ha OO0 «MAKU3-
®APMA» ykasblBaloT CTpaHy, ropog), LUTPUX-Koa,
HOMEep cepuu, AaTy NPOW3BOACTBA (NpW NPOWU3BOACTBE
Ha OO0 «MAKWU3-®APMA» party npoussoactea He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTU, LUTPUX-KOZ,
B copmarte DataMatrix, rnobanbHbIv
VNAEHTUPUKALUOHHBI HOMEpP TOProBOW EAUHWLBLI 1
VHAMBUAYanbHbLIN CEPUNAHBIA HOMEP TOPrOBOW €AUHULIbI.

HononHumensHo Ha emopu4Holl ynakoeke (Ha nayke
KapmoHHOU) Ha aHenulcKOM S3blKe  yKa3bigarom:
TOProBOE HauMeHOBaHWEe NeKapCTBEHHOro npenapara,
MEXAYHapOJHOEe HEenaTeHTOBaHHOE HauMEHOBaHUe,
IO3NPOBKY, NeKkapCTBEHHY (OPMYy M  KOMUYECTBO
TabneTok B ynakoBke, Haanuch «Antiaggregant».

dopma, HauMEHOBaHUE  TOBApHbIA 3HaK
(naTuHWUUen) aepxaTens perncTpaunoHHoro
yAOCTOBEPEHUA, HOMEp cepuu, Aarta
NCTEYEHUs CpOoKa rOAHOCTH.

Bmopuy4Has ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM Si3biKe
yKasaHo: TOprosoe HaumeHoBaHwe
npenapara c npeaynpeauTenbHou
MapKUpOBKOW ®, MeXayHapoaHoe
HenaTeHTOBaHHOE HaumeHoBaHue,
L031pOBKa, hapmakoTepaneBTM4Yeckas
rpynna, nekapcTBeHHas topma n
KonuyectBo  Tabnetok B ymakoBke,
HanmeHoBaHue ] copepxaHue
AencTByloLLero  BellecTsa B OAHOW
Tabnetke, ycnoeus XpaHeHus,
npeaynpeauTensHble Hagnucu «Copepxut
NaKTo3bl  MOHOrMApaT»,  «XpaHuUTb B
HEeAOCTYNHOM Ans AeTelt mectex», «lepea
NpUMEHEeHNeM npenapara O3HaKOMbTECh C
npunaraemMon WHCTpykumemn», «MpuHumaThb
No HasHa4YeHwo Bpayay, ycrnoBus OTNycka,
cnocob npumeHeHus, Haanuck «®» -
3aperucTpupoBaHHbii  TOBapHbI  3HaK»,
HOMEp cBuAEeTenbCTBa O perucTpauyum
TOBapHOro 3Haka, HOMep PerncTpPauuoHHOro
YyAOCTOBEPEHUA, HAaUMEHOBAHMWE AepxaTens
PErucTpaLMoHHOrO  yAOCTOBEPEHUA, €ro
CTpaHa ¥ TOBapHbI 3HaK (NaTuHUuen),
HaumeHoBaHue, cTpaHa W ropos upMbI-
NPOU3BOAUTENS, LUTPUX-KOA, HOMEP CEepum,
faTa UCTEYEHUS CPoKa TFOAHOCTM, LUTPUX-
kos B copmarte DataMatrix, rno6anbHbin
UAEHTUMDUKALMOHHBIN ~ HOMEp  TOProsow
€AVHUULI U VHAMBUAYaNbHbIA CEePUNHbIA
HOMEp TOProBOW eAUHULIbI.
HononHumensHo Ha emopu4HOl ynakoeke
(Ha na4yke KapmoHHOU) Ha aHenuilickoM
fA3blKe yKa3aHO: TOProBOE HauMeHOBaHue
nexkapcTBEHHOro npenapara,
MEX/AyHapoAHoe HenaTeHToBaHHoe
HaumeHoBaHue, A031MPOBKa, NEeKapCTBEHHas
dopma n konuyectso TabneTok B ynakoeke,
Haanuck «Antiaggreganty.

12. | CPOKIrOQHOCTH

2roaa

CootseTcTBYET

3aknrueHue:

HavyanbHuk OKK:

Hata Bbinycka OKK: «27» noHsa 2024 r.
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