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1. | ONUCAHHUE

BusyanbHbii. Kpyrnbie ABOAKOBLINYKMbIe TabneTkn ¢
chackoil, NOKPLITHIE NNEHOYHOW OBONOYKOM PO3OBOro
useTa.

Kpyrnble aBosikoBbINyknble Tabnetku ¢ gac-
KOW, NOKPbITHIE NNEHOYHOW 0BONOUKON pPo-
30BOro LseTa.

2. | NOANUHHOCTDb

Y®-cnektpocdhoTomeTpus. YO-cnekTpbl nOrnowjeHust
VCNbITYeMOro 1 CTaHAapTHOrO pacTBOPOB B obnactu oT
250 10 300 HM AOMKHBI KMETbH MAKCUMYMbl NPU OFHNX U
TeX xe ANUHaX BOMH.

BIXX. Bpems yaepxvsaHUsi OCHOBHOTO NWKa Ha Xpo-
MaTorpamMmme MCNbLITYEMOro pacreopa AO/MKHO COOTBET-
CTBOBaTb BPEMEHW YAEpPXUBAHWA NUKa KNonuaorpena
Ha XpomaTtorpamme CTaHAapTHOro pacTeopa (pasgen
«KonuuectserHHoe onpegenieHne»).

Y®-cnektpocpotomeTpua. YO-cnekTpsl no-
FNOLEHUA WUCMBITYEMOrO U CTaHZAPTHOMO
pactBopoB B obnacrtu ot 250 go 300 Hm
MNMEIOT MaKCUMyMbl NPU OAHUX U TEX Xe
ANVHAX BOSH.

BOXX Bpemsa yaepXuBaHua OCHOBHOMO M-
Ka Ha XpomaTorpamme WCMbITYEMOro pac-
TBOPa COOTBETCTBYET BPEMEHW YAeEpXusa-
HMA NUKa KNonugorpena Ha xpomarorpaMmme
cTaHfapTHoro pacrtsopa (pasgen «Konuue-
CTBEHHOE Onpeaenexne»).

3. | CPEAHAA MACCA

r® PO, 0OdC.1.4.2.0009.15.
OT 248,56 50 263,94 mr (256,25 mr + 3,0 %).

257,01 mr (+0,3%)

4. | PACTBOPEHUE 'e PO, 00C.1.4.2.0014.15, (103%)
Y®-cnektpodoTomeTpus. 101%
He mexee 80 % (Q) oT 3asABNeHHOrO KONUYECTBA Knonu- 104%
porpena Yepes 30 muH. 103%
102%
105%
103%
5. | POACTBEHHBIE B3IXX.
NPUMECHU Mpumeck A — He Gonee 1,2 %; 0,03%
npumeck C — He Gonee 1,5 %; 0,36%
eANHUIHas HenpeHTudULMpoBaHHaa npumecs — He 6o- 0,05%
nee 0,2 %;
cymma npumecel — He 6onee 2,5 %. 0,44%
6. | BOOA Fe PO, 09C.1.2.3.0002.15, meTon K. ®duwepa.
He Gonee 7,0 %. 1,.3%

7. | MUKPOBUONOINYECKAA
HYUCTOTA

Fe P®, 09C.1.2.4.0002.18, kaTeropmn 3A.
O6wwee Yucno aapobHLIX MUKPOOPraHM3MoB - He Gonee
10° KOE B 1 1 (Mn);

Menee 20 KOEB 1T

neTke.

O6Lee YnCnO APOIOKEBLIX W NNECHEBLIX rPpUGOB. He 5KOEB1T
Gonee 10° KOE B 1 r (mn);
Escherichia coli: otcytctBue 8 1 1 (MA). He o6HapyxeHo
8. | OOHOPOOHOCTb e PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
To AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AV10=2,5%
CTBEHHOE COAEpXKaHWe KNOMUAOrpena AOJDKHO Haxo-
AuTbea B mHtepsane 0,75-M — 1,25-M.
9. | KONMMMYECTBEHHOE B3XX. Ot 71,25 ao 78,75 mr knonugorpena (ot 95,0 % 73,29 mr
ONPEQENEHUE A0 105,0 % ot 3asBnEHHOro KonuyecTsa) B OAHON Tab- (97,7%)

10. | YIIAKOBKA

lpu npouseodcmee, gacoske u/unu ynakoeke Ha OO0
«MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO YMakoBKy
(6nnMcTep) U3 NNEHKN NOMUBUHMNXNOPUAHON N honbri
anioMUHUEBON UMK B KOHTYPHYIO SUEWKOBYIO YNaKOBKY
(6nucrep) u3 nnexku NMBX/MBAX u donbru aniomuHne-
BOiA.

Mo 3 unu 6 KOHTYPHLIX AYEKOBLIX yNakoBok (Bnucrte-
poB) unu no 1 6aHke BMECTe C WHCTPYKUMUElH NO npume-
HEHMIO B NaYKy KapPTOHHYIO.

lMpouseodcmeo, ¢hacoexka U ynakoeka Ha
000 «MAKU3-®APMA>»:

Mo 10 TabneTox B KOHTYPHYI0 SAYENKOBYIO
ynakoBeky (6nuctep) na nnenku NBX/MNBOX n
honbru anloMUHNEBOM.

Mo 3 KOHTYPHbLIX AYENKOBLIX YAKOBOK (65un-
CTepPoB) BMECTe C WHCTPYKUMWe#d no npume-
HEHUIO B NAYKY KAPTOHHYIO.

11. | MAPKMPOBKA

MepeuyHasn ynakoeka
Ha koHmypHoii suelikosoli ynakosexe (6nucmepe) Ha
PYCCKOM fi3blKe yKa3blealom: TOProBoe HanMeHOoBaHue

MepeuyHas ynakoska
Ha koumyproli svelikoeoil ynakoske
(6nucmepe) Ha pycckOM $I3blKe YKa3aHo:

npenapata ¢ npeaynpesuTenbHOW MapKkupoBkoil ®, | TOProBoe HaMMeHOBaHWe npenapaTta ¢
MEXAYHAPOAHOe HENaTeHTOBaHHOE HaWMEHOBaHWE W | NPeAYNPEANTENsHOW  MapkupoBkoih  ®,
AO3UpOBKY (Ha PpYCCKOM W aHITIMACKOM $3blkax), | MexayHapogHoe HEeNaTeHTOBaHHOE
NeKapcTBEHHYI0 hOpPMY, HauMEHOBaHME  TOBApHLI | HaUMEHOBaHME W LO3MPOBKA (HA PYCCKOM W
| 3HaK  (naTwHuuel) AepxaTens pPerucTPaUMOHHOrO | aHrMUICKOM  s3bikax),  NeKapCTBEHHas
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YAOCTOBEpEHUs,, HOMep cepuu, faTy NpPOU3BOACTBA
(npn  dpacoske Ha OO0 «MAKU3-GAPMA» aarty
NPOW3SBOACTBA HE HAHOCAT), AAaTy WCTEYEeHUA CpokKa
rOAHOCTM.

Bmopu4Has ynakoeka

Ha xapmonHOU nauke Ha pyccKOM si3biKe yKasbleaom:
Toproeoe HaumeHoBaHue npenaparta c
npeAynpeanTenbHON MapkupoBkoi ®, MexayHapoaHoe
HenaTeHToBaHHOe HavmeHoBaHue, £,03UPOBKY,
chapmakoTepaneBTUYecKylo rpynny, feKkapCTBEHHYIO
opMy 1M KONMYECTBO TabneTok B  ynakoBke,
HauMeHoBaHWe 1 cojepxaHue  [eiCTBYIoLero
Belwlectea B8 oAHoii Tabnetke, ycnoBWA XpaHeHWs,
npeaynpeautenbHeie Haanucn «CoaepXuT nakTosbl
MoHOTMAPAT», «XpaHUTb B HEAOCTYNHOM Ans AeTeit
MecTey, «Ilepeg nNpUMEHeHuem npenaparta
O3HaKOMLTECH € fpUnaraemoil  MHCTPyKLUMei»,
«puHUMATL NO HazHaueHWIo Bpa4ax», YCNOBUS OTNYCKa,
cnocob npyMeHeHUs, HapnuChb «®» -
3aperncTpUpoBaHHbIA  TOBapHbLIi 3HaK»,  HOmep
CBUAETENbCTBA O pPErMcTpauuu TOBAPHOrO 3HakKa,
Homep pPerncTpaumoHHoro YAOCTOBEPEHWS,
HaumeHoBaHue pepxarens perncTpauuoHHoro
YAOCTOBEPEHNA, ero CTpaHy W TOBapHblii 3HaK
(naTuHuuer), HaumeHoBaHWe W CTpaHy  MPMbi-
npoussoautens (npu nponssogctee Ha 000 «MAKWU3-
DAPMA» yKkasblBalOT CTpaHy, ropog), LWTpuUx-Koa,
HOMEp cepuu, AaTy NPOWU3BOACTBa (NpU NPOU3BOACTBE
Ha 000 «MAKU3-®GAPMA» paaTy npow3BOACTBA He
HaHOCAT), AaTYy UCTEYEHNA CpoKa FOAHOCTU, LUTPUX-KOA
B topmare DataMatrix, rnoGanbHbIi
WAEHTU(PUKALMOHHLIA HOMEP TOProBOil eAuHWUBl W
VHANBNAYaNbHBIA CePUAHbLIA HOMEP TOProBOW efUHILIBI.

HononHumensHo Ha emopuyHoll ynakoeke (Ha nauke
KapmoHHOL) Ha aHenuliCKOM SI3blKe  YKa3biealom:
TOProBOE HaMMeHOBAHWE NEKapCTBEHHOro npenapara,
MEXAYHAPOAHOR HENaTeHTOBaHHOE HauMEHOBaHWe,
AO03NPOBKY, nNEeKapcTBeHHYl OopMy W KONMYECTBO
TabneTok B ynakoske, Hapnuck «Antiaggregant».

cdopma, HauMeHOBaHWE TOBApHbI 3HaK
(naturmnuel) gepxarens perucTpaLnoHHoro
yAOCTOBEPEHUSl, HOMEp cepwuu, jJaTta
VNCTEYEHNA CPOKA FOAHOCTH.

BmopuyHas ynakoexa

Ha kapmoHHOU nauke Ha PYCCKOM si3blke
yKa3aHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeauTenbHOR
MapKupoBKO ®, MeXayHapoaHoe
HenaTeHTOBaHHOE HanmeHoBaHue,
HO3MPOBKa, chapmakorepaneBTUYeckas
rpynna, nekapcTBeHHas dopma ]
Konuyecteso  TabneTok B ynakoBke,
HanmeHoBaHue n coAepxaHue
LEeNCTByIOWEro BewectBa B OAHOMW
TabneTke, ycnosus XpaHeHus,
npeaynpeauTensHeie  Haamnen «Coaepxut
nakTo3bl  MOHOTMAPaT», «XpaHuTb B
HeAOCTYNHOM ANS AeTeill mectey, «[epeg
fIPUMEHEHNEM npenapaTta O3HaKOMbTECh C
npunaraemonl UHCTpykuuew», «puHUMaTL
NO Ha3HaUYeHUIO Bpava», YyCROBMA OTNYyCKa,
cnocob npumeHeHus, Haanuce «®» -
3aperncTpupoBaHHbLIi  TOBAPHLIA  3HaK»,
HOMEp CBMWAETeNnbCTBa O perucTpauuu
TOBapHOro 3Haka, HoMep PerucTpPaLuoOHHOro
YAOCTOBEPEHUS, HAUMEHOBaHWE fepXaTens
PEerucTpaumoHHOro  YAOCTOBEpPEHMs, ero
CTpaHa ¥ TOBApHbIA 3HaK (MAaTWHWULEN),
HauMeHoBaHWe, cTpaHa u ropop ¢upMbl-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP CEpun,
Aarta UCTeYeHMA cpoka TFOAHOCTW, LITPUX-
ko B chopmate DataMatrix, rnoGanbhbiii
WAGHTUUKALMOHHLIA  HOMEp  TOProBOW
€AVHULBI 1 UHAMBMAYaNbHBIA CEPUIAHbIN
HOMEp TOProBoi eaUHULGI.
HononHumensHo Ha emopudHOll ynakoske
(Ha nayke KapmoHHOU) Ha aHanulickom
A3bIKe YKa3aHO. TOProBoe HaumeHoBaHue
neKkapcTBEHHOro npenapara,
MeXayHapogHoe HenaTeHTOBaHHoe
HanmeHoBaHue, JO3NPOBKA, NeKapCTBEHHas
cbopma 1 xonudecTso TabneTok B ynakoBke,
Haagnucb «Antiaggregant».

12. | CPOKTOOQHOCTHU

2roaa

CooTeeTcTBYET

3aknueHue:

HavanbHuk OKK:

Hata Bbinycka OKK: «24» nekabpa 2024 r.

CootBeTtcTBYyeT Tpe6oB

376-290720, nam. Ne1, 2, 3

Bonkosa O.B.




