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Na HaumeHoeaHWe Tpe6oBanusa H[ PesynbTaTthl aHanusa
n/n nokasarensi i Y
1. | ONUCAHUE Kpyrnble aBosikoBbInyknble TabneTku ¢ hackor, Nokpel- | Kpyrnbie ABOSKOBLINYKNbIE TabneTku ¢ dac-
Tble NAEeHOYHON 06ONOYKON PO30BOro LBETA. KOW, NOKPbITble MAEHOYHOW 060MoYKoNl po-
30BOroO LBeTa.
2. | NOANMUHHOCTbL Y®-cnektpochotomeTpus. Yd-cnekTpbl nornoweHus | Y®-cnektpocoToMeTpus. Y®-cnekTpbl no-
UCMbITYEMOro U CTaHAAPTHOrO PacTBOpPOB B 06NAcTh OT | INOWEHNS MCNLITYEMOTrO M CTaHA4apTHOro
250 0 300 HM AOMKHBI UMETb MaKCUMYMb! NPU OAHUX U | pacTBOpoB B oBnact ot 250 A0 300 Hm
TEX Xe ANUHAX BOJH. MMEeIT MakCMMyMbl MpPU OAHUX U TEX Xe
ANVHaxX BOMH.
B3XX. Bpemsi yaepxuBaHUs OCHOBHOTO nuka Ha xpo- | BIXKX Bpems yaepxuBaHUS OCHOBHOrO nu-
maTtorpamMme WCMbITYEMOro pacTeopa AOSMKHO COOTBET- | ka Ha XpOMaTorpamMMe WUCMLITYeMOro pac-
CTBOBaTb BPEMEHU YAEPXUBAHUA NWKa KNONWAOrpena | TBOpa COOTBETCTBYET BPEMEHU yAepXuUBa-
Ha Xpomatorpamme CTaHAApPTHOrO pacTBopa (pasgen | HWA nuka KNONWAOrpena Ha XpomaTorpamme
«KonuyecteeHHOe onpesenexue»). CTaHAapTHOro pacrteopa (pasgen «Konuue-
CTBEHHOE onpejeneHuey).
3. | CPEQHAA MACCA o PO, O®C.1.4.2.0009.15.
Ot 248,56 f0 263,94 mr (256,25 mr £ 3,0 %). 256,84 wmr (+0,2%)
4. | PACTBOPEHUE re P, 0®C.1.4.2.0014.15, (97%)
Y®-cnektpodoTOoMeTpUS. 97%
He menee 80 % (Q) OT 3asBNEHHOrO KONMYECTBA KNONU- 97%
porpena yepes 30 MUH. 96%
96%
97%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumecsh A — He Gonee 1,2 %, 0,06%
npumeck C — He 6onee 1,5 %; 0,09%
€AUHUYHAA HenaeHTUdUUMpoBaHHas nNpuMmeck — He 60- 0,04%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,27%
6. | BOOA re Po, 09C.1.2.3.0002.15, meTtoq K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUOITOMMYECKASA | F® P®, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA OBuwjee uncno aspobHbIX MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 r (Mn);
ObLyee 4MCnO APONOKEBLIX W NAECHEBbLIX rpuboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcyTctBue B 1 r (Mn). He obHapyxeHo
8. | OAHOPOOHOCTb o PO, 0OPC.1.4.2.0008.18, cnocob 1.
JO3UPOBAHMUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
To AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuye- AVi0=5,8%
CTBEHHOE COAEpXaHWe KIONUAOTPENa [AOMKHO Haxo-
AuTbeA B uHTepBane 0,75-M — 1,25-M.
9. | KONIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 74,83 mr
ONPEOENEHUE A0 105,0 % oT 3asBNEHHOro KONUYecTsa) B OAHOI Tab- (99,8%)
netke.
10. | YDAKOBKA Ipu npouseodcmee, chacoske u/unu ynakoske Ha OO0 | lMpouseodcmeo, chacoeka u ynaKoeka Ha
«MAKU3-©QAPMA»: 000 «MAKUN3-QAPMA»:
Mo 10 TabneTok B KOHTYpHylo sYeNkoBylo ynakoBky | Mo 10 Tabnetok B KOHTYPHYIO AYeiKoBYIO
(Bructep) U3 nneHkn NONUBUHWUNXMOPUAHON M hONbrM | ynakoBky (BRMCTEP) U3 NNEHKN nBX/MBAx un
anioMUHUEBOW UNU B KOHTYPHYIO SYENKOBYIO YNakoBKY | (hOnbru anioMUHUEBOIA.
(6nuctep) u3 nnexkn NBX/MBOX u conbru anoMuHne-
BOWA.
Mo 3 unu 6 KOHTYPHBLIX AYEKOBbLIX ynakoBOK (6nucTe- | Mo 3 KOHTYPHBLIX AYEIKOBbIX ynakoBok (6nun-
poB) unu no 1 6aHke BMecTe C UHCTPYKLMEN NO NpuMe- | cTepoB) BMECTE ¢ VHCTpyKUMen no npume-
HEHWIO B NayKy KapTOHHYIO. HEHWIO B NaYKy KaPTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lMepsuyHasi ynakoska
Ha koHmypHol suelkosol ynakoske (6nucmepe) Ha | Ha  koHmypHoli  siyelikoeod ynakoske
PYCCKOM £i3biKe yKa3bleatom. TOProBoe HaumeHoBawue | (6rucmepe) Ha PYCCKOM S3biKe yKa3aHo:
npenapata c npeaynpeauTenbHON Mapkuposkoi ®, | ToproBoe HauMmeHoBaHuWe npenapata C
MeXAyHapoAHOe HenaTeHTOBaHHOE HauMEHOBaHWE W | NpeaynPeAUTENbHOM  MapkupoBkoih  ®,
AO3NPOBKY (Ha PYCCKOM U aHrMUACKOM si3blkax), | MexXayHapoaHoe HenaTeHToBaHHOe
nekapcTBeHHyl (POpMy, HauMEHOBaHWe  TOBApHbI | HaMMEHOBaHWE W 403NPOBKA (Ha PYCCKOM W
3HaK _ (naTuHuuen) AepxaTens perucTpauyoHHOTO | aHrMWACKOM  si3blkax),  fleKapCTBEHHas
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YAOCTOBEpPEHUsA, HOMEp cepuu, AaTy NPOU3BOACTBA
(npu  dhacoske Ha OO0 «MAKU3-GAPMA» aaty
Npou3BOACTBA HE HAHOCAT), AaTy WCTEYEHUA cpoka
rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYyCCKOM Si3biKe yKa3blearom:
TOoproesoe HaumeHoBaHue npenapara c
NpeAynpeanTENbLHON MapkupoBkoi ®, MexayHapogHoe
HenaTeHToBaHHoe HaumeHoBaHwue, A O3NPOBKY,
thapmakoTepaneBTUYECKYIO  Tpynny, NeKapCTBEHHYI0
dopmy ©u  konuyecTBO Tabnetok B  ynakoBke,
HauMeHOBaHWe 1 cojepXaHue  AEeUCTBYIOLLEro
BellecTBa B OAHOK Tabnetke, ycnoBuUA XpaHeHus,
npeaynpeauTensHole Haagnucu «CoaepXuT nakTosbl
MOHOrMapaT», «XpaHuTb B HEAOCTYNHOM Ans AeTen
mecTey, «Mepea NpUMEHeHnem npenapara
O3HaKOMbTECb  C  npunaraemoun NHCTPYKUWER»,
«[puHUMaTL NO Ha3HaYEHUIO Bpayay, yCroBuA OTNYCKa,
cnocob6 NPUMEHEHUS, Haanucb «®» -
3aperucTpMpoBaHHbIl  TOBapHbIA  3HaK», HOMep
CBUAETENbCTBA O pEerucTpauuu TOBApHOro 3Haka,

HOMep perucTpaumoHHOro YAOCTOBEPEHMUS,
HauMeHoBaHue Aepxarens perucTpaumoHHoro
YAOCTOBEpPEHUs, €ero CTpaHy W TOBapHbIA 3HaK
(naTuHuueil), HauMeHOBaHWE U CTpaHy UPMbI-

npoussoautens (npu npoussoactee Ha OO0 «MAKU3-
®APMA» yka3blBalOT CTpaHy, ropoa), LUTPWUX-KOA,
HOMep cepuu, AaTy NPOU3BOACTBA (NpU NPOW3BOACTBE
Ha OO0 «MAKU3-OAPMA» paTy npousBOACTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTM, LUTPUX-KOA
B tdopmare DataMatrix, rnobanbHbIv
NAEHTUMDUKALUMOHHBIN HOMEP TOProBOM eAUHULbLI W
VHAUBUAYANbHBIA CEPUNHBIA HOMEP TOPrOBON €4UHULIbI.

HononHumenbHo Ha emopuyHol ynakoeke (Ha nadke
KapmoHHOU) Ha aHenulickoM $i3blKe  yKa3blgalom:
TOProBOE€ HauMEHOBaHWE NeKkapCTBEHHOro npenapara,
MEXAYHapOAHOE HenaTeHTOBAHHOE HauMeHOBaHue,
LO3UPOBKY, fEeKapCTBEHHYD OPMYy U  KONMUYECTBO
TabneTok B ynakoBke, Haanuch «Antiaggreganty.

¢dopma, HauMEHOBaHME  TOBApPHbLIA 3HaK
(naTuHuuen) aepxaTens perncTpaLMoHHOro
YAOCTOBEpPEHUA, HOMep cepuu, pjarta
UCTEYEHUsI CPOKa rOLHOCTW.

Bmopuy4Has ynakoeka

Ha kapmoHHOU nayke Ha PyCcCKOM S3biKe
yKasaHo: Toprosoe HauMeHoBaHWe
npenapara c npeaynpeauTensHon
MapKupoBKOA ®, MeXAYyHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHue,
[,031pOBKa, dhapmakoTepaneBTUdeckas
rpynna, nekapcTBeHHas copma ]
Konuyectso  Tabnetok B ynakoske,
HanmeHoBaHwe " coaepxaHue
AencTByloLero BeulecTsa B OfHOW
TabneTtke, ycnoBusi XpaHeHus,
npeaynpeautenbHble Hagnucu «Coaepxut
NaKkTo3bl  MoHoruapat», «XpaHuTb B
HEeLOoCTynHOM Ans AeTeit mecTe», «[epea
NpUMEeHeHWem npenapata O3HAKOMbTECb C
npunaraemon WHCTpykuuewn», «MpuHumaThb
N0 HasHa4yeHuio Bpayay, yCcroBua OTnycka,
cnocob npuMeHeHus, Hapnucb «®» -
3aperncTpupoBaHHbIl  TOBApHbIA  3HAK»,
HOMEp CBUWAETENbCTBA O perucTpauuun
TOBaApHOro 3Haka, HoMep pPerucTpaLyuoHHOro
YAOCTOBEPEHUS, HAUMEHOBAHMWE AepXxaTens
PerucTpauuoHHOro  yAOCTOBEPEHUS, €ero
CTpaHa W TOBapHbIA 3HaK (naTuHuuen),
HauMeHoBaHWe, CTpaHa W ropos uUpMbI-
NpOu3BOAMUTENA, LUTPUX-KOA, HOMEP cepuu,
Lata WUCTEYEHUs Cpoka TOAHOCTMU, LUTPUX-
kog B popmate DataMatrix, rnoGanbHbiit
MAEHTUPUKALMOHHBIW  HOMEP  TOProBOW
€AVHULULI N WHAMBUAYANbHbIA CEePUNHbIN
HOMED TOProBOW €ANHULbI.
HononHumensHo Ha emopuyHoOl ynakoeke
(Ha nayke KapmoHHOU) Ha aHa/ulicKoM
A3blKe yKa3aHO: TOProBOe HaWMEHOBaHWE
neKapCcTBEHHOro npenapara,
MeXAyHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHue, f03UPOBKa, NeKapCTBEHHasn
dopma 1 konuuecTso TabneTok B ynakoeke,
Hagnuck «Antiaggregant».

12. | CPOKTOJHOCTH

2roaa

CooTBeTcTBYET

3aknovyeHue:

HavyanbHuk OKK:

Hata Bbinycka OKK: «27» uioHs 2024 r.

Bonkoea O.B.




