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1. | ONUCAHUE

Kpyrnble ABOSiKOBbLINYKMble TabneTkn ¢ (ackom, nokpbl-
Tble NAEeHOYHOM 060MNOYKON PO3OBOTO LIBETA.

Kpyrnble aBosikoBbinyknbie TabneTtku ¢ cac-
KOW, MOKPbITble NNEHOYHOW 0BONOYKON po-
30BOrO LBeTa.

2. | NOOANMMMHHOCTb Y®-cnektpodoTomeTpusi. YD-CNekTpbl NOrNMOLWEHUS

MCNbITYEMOrO U CTAHAAPTHOrO pacTBOpoB B obnactu oT
250 po 300 HM AOMKHBI UMETb MaKCUMYMbl MPU OAHUX U
TEX e ANUHAX BONH.

B3XX. Bpems yaepxusaHus OCHOBHOrO nuka Ha Xpo-
maTorpaMMe WUCNbITYEMOro pacTBopa AOMKHO COOTBET-
CTBOBaTb BPEMEHM YAEPXWBaHUA Nuka knonuaorpena
Ha XpomartorpaMme CTaHAapTHOrO pacTeBopa (pasgen
«KonuyectseHHOE onpeaeneHue).

Y®-cnekrpocdoTomMeTpus. YO-cnekrpbl no-
rNOWEHUA UCNBbITYEMOTO W CTaHAapTHOro
pactesopoB B obnactu ot 250 go 300 Hm
MUMEIOT MaKCUMyMbl NPU OJHUX U TEX Xe
ANUHAaX BOH.

B3XX Bpems yaepxuBaHWs OCHOBHOrO nu-
Ka Ha Xxpomarorpamme WCMbITYeMOro pac-
TBOpa COOTBETCTBYET BPEMEHMW YAepXuBa-
HWS NUKa KNonuaorpena Ha xpomarorpamme
cTaHjapTHoro pacteopa (pasaen «Konuuye-
CTBEHHOE onpeaeneHne).

3. | CPEOHAA MACCA e PP, 09C.1.4.2.0009.15.
Ot 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 258,37 mr (+0,8%)
4. | PACTBOPEHUE e Po, 09C.1.4.2.0014.15, (96%)
Y®-cnektpocdoTomeTpms. 95%
He meHee 80 % (Q) oT 3asBNEHHOro KONMYecTea knonu- 97%
porpena yepes 30 MUH. 95%
95%
96%
100%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %;, 0,04%
npumecb C — He 6onee 1,5 %; 0,12%
eAVHUYHas HeujeHTUdUUMpOBaHHas npumecsk — He 6o- 0,04%
nee 0,2 %;
cymma npumecer — He 6onee 2,5 %. 0,25%
6. | BOOA re Po, 0O9C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUOJIOTMYECKASA | e PP, O®C.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA O6Lyee uncno aspobHbIX MUKPOOPraHU3moB - He Bornee MeHee 20 KOE B 1T
10° KOE B 1 1 (Mn);
O6buwee 4nCNO APOXOKEBBIX U MNECHEBbIX rpuboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcytcteue B 1 r (mn). He obHapyxeHo
8. | OOHOPOAOHOCTbL e PO, 09C.1.4.2.0008.18, cnocob 1.
JNO3UPOBAHUA AV < 15,0 % (n = 10), ecnun ycnoBue He BbINOMHAETCS,
To AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuye- AVio=4,7%
CTBEHHOE COAEepXaHue Knonuaorpena AOMKHO Haxo-
AvnTbes B nHTepsane 0,75-M — 1,25-M.
9. | KOMMYECTBEHHOE B3XX. OT1 71,25 go 78,75 mr knonugorpena (ot 95,0 % 74,12 mr
ONMPEOENEHUE 40 105,0 % OT 3aABNEHHOro KONMWUYECTBA) B OAHOI Tab- (98,8%)

neTke.

10. | YMNAKOBKA

lMpu npouseodcmee, ¢hacoske u/unu ynakoske Ha OO0
«MAKUN3-©APMA»:

Mo 10 TabneTtok B KOHTYPHYI SYENKOBYKO YynaKoOBKY
(6nuctep) U3 NNEHKM NONUBUHUNXIIOPUAHON U PONbru
anioMUHMEBON UNKN B KOHTYPHYIO AYEWKOBYIO YNakoBKY
(6nuctep) n3 nnedku MBX/TMBAOX u conbr aniomMuHne-
BOW.

Mo 3 nnn 6 KOHTYPHbIX SYEKoBbIX ynakoBok (6nucre-
poB) unun no 1 6aHke BMECTE C UHCTPYKUMEW NO npume-
HEHMIO B NaYKy KAPTOHHYH.

lNpoussodcmeo, ¢hacoeka U ynakoeka Ha
000 «MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYIO SYENKOBYIO
ynakosky (6nuctep) ua nnenkn NBX/MNBOX v
honbrn antoMUHNEBON.

Mo 3 KOHTYPHbIX AYENKOBbLIX YNakoBOK (65m-
CTEpOB) BMECTE C WHCTPyKUMeih no npume-
HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKMPOBKA

MepeuyHas ynakoeka

Ha koHmypHol siyelikosoll ynakoske (bnucmepe) Ha
PYCCKOM SI3bIKE yKa3blgalom: TOProBoe HauMeHOoBaHue
npenapata Cc npeaynpeauTenbHOW Mapkuposkon ®,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaumeHoBaHue un
[O3NPOBKY (HAa PYCCKOM W @HMMMIACKOM  A3blKax),
neKkapCTBEHHYIO (OpPMY, HaUMEHOBaHWE  TOBAapPHbIN
3HaK  (naTuHWUen) aepxartensi  peructpauuoHHOro

lMepeuy4Has ynakoeka

Ha koHmypHol  sivelikogol  ynakoeke
(6niucmepe) Ha pyccKOM $3blKe yKa3aHo:
TOProBoE HauMeHoBaHWe npenapata C
npeaynpeauTensHon  mapkuposkon  ®,
MeXayHapoaHoe HenaTeHToBaHHoOe
HauMeHOBaHWe W A03UpoBKa (Ha PYCCKOM U
AHIMUACKOM  s3blkax), nekapcTBeHHas
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YAOCTOBEPEHUA, HOMEp Cepuu, AaTy NpPOU3BOACTBA
(npn  dacoeke Ha OOO «MAKU3-®APMA» paty
NpoM3BOACTBA HE HAHOCHAT), AaTy WCTEYEHWA Cpoka
roAHOCTM.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM 5i3blKe yKa3blearom:
TOoprosoe HauMeHoBaHwue npenapara c
npeaynpeauTenbHon mapkuposkon ®, mexayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue, [03UPOBKY,
hapmakoTepaneBTMYeCKyio rpynny, neKapCTBEHHYI
cdopMy un konuyecTBO Tabnetok B ynakoBke,
HauMeHOBaHMe U  COAEepXaHue  JencTByloLero
BelecTBa B OAHOW TabneTke, yCnoOBWUS XpaHEHUsA,
npeaynpeauTenbHole Haanucn «CoAepXWUT NakTosbl

MOHOruApaT», «XpaHuTb B HEAOCTYNHOM AnNs AeTen
MecTey, «Mepeg NPUMEHEHNEM npenapara
O3HaKOMbTECH c npunaraemou VNHCTPYKLUMEN,

«MpuHMMaTL NO Ha3HAYEeHUIO Bpayay, yCroBUa OTnycka,
cnocob NPUMEHEHUS, Haanucb «®» -
3aperucTpMpoBaHHbIA -~ TOBapPHbIM  3HAK»,  HOMeEp
cBUAETeNbCTBa O pPerucTpauum TOBapHOro 3Haka,

HOoMep perncTpaumoHHOro YAOCTOBEPEHUSA,
HaumeHoBaHue aepxatensa perncTpaunoHHoro
YAOCTOBEpPEHWUS, €ero CTpaHy W TOBapHblA 3Hak
(naTuHWuen), HaumeHoBaHWe U CTpaHy UPMbI-

npoussogutens (npu npoussoactee Ha OO0 «MAKU3-
OAPMA»  yka3blBalOT CTpaHy, ropoj), LUTPUX-KOA,
HOMEp cepuu, AaTy NPOU3BOACTBA (Npu NPOU3BOACTBE
Ha OO0 «MAKN3-®APMA» paTy npou3BOACTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTHU, LUTPUX-KOA
B cdopmare DataMatrix, rnobanbHbIn
WAEHTUMDUKAUNOHHBIA HOMEp TOProBOW €AUHUUbBI W
VWHAWBUAYANbHBIA CEPUNAHBIA HOMEP TOProBOW e4UHULbI.

HononHumensHO Ha emOpuYHOU ynakoeke (Ha nayke
KapmoHHOU) Ha aHenulCKOM $3blKe yKa3blearom:
TOProBOEe HaMMEHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHapOAHOE HenaTeHTOBaHHOE HauMeHoBaHwue,
LO3VPOBKY, NEKapCTBEHHYK OpMYy W KONMUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggregant».

dopma, HauMeHOBaHWE  TOBapHbIN 3HaK
(naTuHMUen) aepxaTens perncTpauuoHHOro
YAOCTOBEPEHUA, HOMep cepuu, pjaTa
UCTEYEHURA CPOKa rOAHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYyCCKOM Si3blke

yKa3aHo: TOproeoe HaumeHoBaHue
npenapata c npeaynpeauTensHon
MapK1UpoBKOMN ®, MeXayHapoaHoe
HenaTeHToBaHHOe HaumeHoBaHue,
[,03UPOBKa, hapmakoTepaneBTU4eCKas
rpynna, nekapcTeeHHas copma n
KOnu4yecTso  Tabnetok B ynakoBke,
HauMeHoBaHwe " copepxaHue
AEeNCTBylOLEero  BelwecTBa B OAHOM
Tabnetke, ycnoBus XpaHeHus,

npeaynpeautensHble Hagnucu «CoaepxuT
NaKkTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM Ans aeTein mecte», «llepea
npuMeHeHneM npenapara O3HaKOMbTeCb C
npunaraemon MHCTpykuuen», «lMpuHumaTs
NO Ha3HaYeHMIo Bpaya», YCNOBWUA OTNYCKa,
cnocob npuMeHeHus, Haanucb «®» -
3aperucTpupoBaHHbIi  TOBAPHbLIA  3HAKY,
HOMEp CBWAETENbCTBAa O perucTpauuv
TOBapPHOro 3Haka, HOMep PerucTpaLmoHHOro
yAOCTOBEPEHUSA, HAaUMEHOBaHWe AepxaTens
PErucTpaLnoHHOro  yAOCTOBEpPEHUsi, ero
CTpaHa W TOBapHbI 3HAaK (NaTuHUUEW),
HauMeHoBaHue, CTpaHa U ropoa uUpMbl-
NPOWU3BOAUTENSA, LUTPUX-KOA, HOMEP CEpPUH,
fiaTa WUCTEYEHUA cpoka TFOAHOCTM, LUTPUX-
koa B ¢opmate DataMatrix, rnmobanbHbiit
VMAEHTUMDUKALMOHHBIA ~ HOMEpP  TOProBoOW
eAVHULBI N WHAUBUAYANbHbIA CEPUNHBINA
HOMEp TOProBON eAUHULbI.

HononHumensHO Ha e8mopu4HOll yrnakoske
(Ha nayke KapmoHHOU) Ha aHanulickoM
5I3blKE yKa3aHO: TOProBOe HauMeHOBaHWe
neKapCTBEHHOro npenapara,
MeXAyHapoaHoe HenaTeHToBaHHoOe
HauMeHoBaHWe, A03UPOBKa, NEKapCTBEHHAs
dopma 1 KonuyecTso TabneTok B ynakoBke,
Hagnuck «Antiaggregant».

12. | CPOKITOOHOCTH

2 roaa

CooTBeTcTBYET

3aknyeHue:

HavyanbHuk OKK:

[arta Bbinycka OKK: «12» aBrycrta 2024 r.
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