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MACIOPT Ne 398/24 =TT
/ g OTAOEN KOHTPONA KAYECTBA
g JinueHnsus Ne 00205-1C or 15.02.2021 r.
MRt HAMMEHOBAHUE Oonokokc® TabneTku, NOKPbIThbie NEHOYHOM
MPEMNAPATA: ¥
{4055, = Hookea obono4koun, 90 mr
ABTOMOGHNbHBI HOMEP CEPUMU: D03100624
6
it iy OATA NPOVU3BO/ACTBA: | 19.06.2024
rOAEH OO: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUMN: 32 051 ynak. Ne10
NPOU3BOOUTENb: 000 «MAKU3-©OAPMA»
AHAIW3 NO: NIN-006935-130421, u3m. Ne1, nam. Ne2
XPAHEHUE: lMpu Temnepartype He Bbiwe 25°C.
Ne HanmeHoBaHue
nin nokazarens Tpe6oBanus HJ Pe3ynbTatbl aHanusa
1. | ONUCAHUE BusyanbHbIn. [iBosikOBbINYKIbIE TabneTtku | [BosikoBbiNyknbie  Tabnetkn  AGMOKOBWAHON
AGNOKOBUAHOA  hOPMbI,  MOKPbLITHIE  NNEHOYHOW | (DOPMbI, MOKPLITHIE NAEHOYHONW  0BONOYKOMN
obonoukoit Genoro useTa, ¢ rpaBupoBkoi «98» Ha | Genoro useTta, C rpaBUPOBKON «98» Ha OAHOIA
O[\HOW CTOPOHE U «J» Ha ApYroW. CTOpPOHE U «J» Ha APYron.
Ha nonepeuyHom paspese BuAHbI ABa crnos: AApo | Ha nonepeuHom paspese BUAHLI 4BA CNOS: A4PO
noytu 6enoro useTta n obonoyka 6enoro usera. noytu 6enoro ugeta u obonoyka 6enoro ugeTa.
2. | NOANUHHOCTb B3XX. Bpems yaepxuBaHUA OCHOBHOTO NuUKka Ha | Bpems yaepXuBaHMA OCHOBHOrO NuKa Ha

XpoMaTorpamMMe UCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATb BPEMEHU YAEPXUBAHUS OCHOBHOIO
nuKka Ha XpomaTorpamme CTaHAapTHOro pacTBopa
(paspen «KonuuecTBeHHOE ONpeaeneHue»).
Y®-cnektpodoToMeTpus. YO-cnekTpbl NornoweHus
UCNbITYEeMOro pacTsopa W CTaHAapTHOro pacTeopa B
obnactu oT 200 A0 400 HM AOMKHbI UMETH MaKCUMYM
nornoLweHus npu 234 + 2 Hm.

XpomaTorpamme UCMbITYEMOro pacTeopa
COOTBETCTBYET BpPeMeHw YAEpXuUBaHuA
OCHOBHOrO nuka Ha Xpomarorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpe! nornoLeHuns UCNbITYEMOro
pacTeopa ¥ CTaHAapTHOro pacTteopa B obnactu
or 200 po 400 HM uMMelOT MakCUMym
nornowexmns npn 234 + 2 Hm.

CPEHAA MACCA e Po.
Ot 298,30 a0 316,76 mr (307,53 mr + 3 %). 307,04 mr (-0,2%)
4. | PACTBOPEHUE o PO, Yd-cnekrpodoTomeTpus. (97%)
He meHee 80 % (Q) oT 3asBNEHHOro konuyecTsa 99%
aTopukokcuba yepes 30 MUHYT. 97%
95%
98%
99%
93%
5. | POOCTBEHHbIE B3IXX.
NMPUMECHU Mpumecs H-ETCRCO1 - He 6onee 0,2 %; He o6HapyxeHo
npumecb H-ETCRCO02 - He 6onee 0,2 %; He oBHapyxeHo
€AVHNYHasA HewaeHTUMPULMPOBaHHAs NpPUMECh — He 0,06%
6onee 0,20 %;
cymma npumecen — He 6onee 2,0 %. 0,11%
6. | BOOA F® PO, Metoa K. ®uwepa. b
He 6onee 6,0 %. 1.6%
7. | OOHOPOAHOCTb F'® PO, cnocob 2, BAXKX.
AO3NPOBAHUA AV < 15 % (n = 10), ecnu ycnoBue He BbINOMHAETCH,
T0 AV £ 15 % (n = 30), n ana 30/30 TabneTtok AVio= 2.6%
KONMYeCTBEHHOE copepxaHue AeiicTBylOLLIErO ’
BellecTBa A0MKHO HaxoauTbcs B uHTepeane 0,75°M —
1,25-M.
8. | MMKPOBUOINOIMM4YECKASA F'® PO, kateropus 3A.
YUCTOTA O6uiee yncno aspobHbIX MUKPOOPraHu3Moe He Gornee MeHee 10 KOEB 11
10° KOE B 1 r (Mn);
ObLyee YMcno ApOXOKEBBLIX W NNECHEBLIX rpUBoB — He Menee 10 KOEB 11
6onee 10° KOE B 1 r (Mn);
Ortcytcteue Escherichia coliB 1 r (mn). He obHapyxeHo
9. | KONMMYECTBEHHOE B3XX.
OMNPEAENEHUE Ot 85,50 mr po 94,50 mr (ot 95,0 go 1050 % ot 89,09 mr
3anBNEHHOro KONMYECTBa) B TabneTke. (99,0%)
10. | YNAKOBKA lpu npouseodcmee u/unu pacghacoske u ynakoeke Ha | [pou3sodcmeo, pacgpacoeka U ynakoeka Ha
000 «MAKU3-®APMA», Poccusi 000 «MAKN3-©®APMA», Poccusi
Mo 7, 10 unn 14 Tabnetok B KOHTYpPHYylO AueiikoByto | Mo 10 Tabnetok B KOHTYPHOW SAYEKOBOIA
ynakoBky 13 nnewkn TBX/MBOX un  donbru | ynakoke u3 nneHkn MBX/MBOX u conbru
anioMUHNEBOW NEeYaTHOW NakupoBaHHOW WUNW B | anOMUHUEBO NEYaATHOMN NaKUPOBAHHOIA.
KOHTYPHYIO ~ SYeiiKOBYIO  ynakoBKy U3  honbru
xonogHoro copmosaHus (MBX-Anomuunid-OMNA) u
honbrn antoMUHNEBON NEYaTHO NaKNPOBaHHON. Mo 1 KOHTYpHOII AYENKOBOW ynakoBKe BMeCTe C
Mo 1, 2, 3 uAn 4 KOHTYpHble AYENKOBbIE YNaKOBKW | WHCTPYKUMEH MO  NPUMEHEHWIO B  nauky
BMECTE C MHCTPYKUMEA NO MNPUMEHEHUID B NayKy | KapTOHHYHK.
KapTOHHYIO.
11. | MAPKUPOBKA lMepsuy4Has ynakoeka MNMepeuyHas ynakoeka
Ha koHmypHol siyelikosoll ynakoeke (6rucmepe) Ha | Ha koHmypHolU si4elikoeoll ynakoeke Ha
PyccKoMm 53bIKE yKasblgarom: TOProBOe | PYyCCKOM A3bIKE yKa3aHo: TOproBoe
HauMeHoBaHWe npenapaTa C nNpeAynpPeauTENbHOW | HauMeHoBaHue npenaparta c

Mapk1poBkoii ®; MeXAyHapOAHOE HenaTeHToBaHHoe

npeaynpeauTensHon MapKUPOBKOWA ®;
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HAUMEHOBAHUE Honokokc® TabneTku, NOKPbITbIe NNIEHOYHOU
168026, 1 Mocrea NPEMAPATA: o6onoukou, 90 Mr
ABTOMOBUIbHBIN HOMEP CEPUWU: D03100624
i LATA NPOV3BOACTBA: | 19.06.2024
rOAEH O0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUM: 32 051 ynak. Ne10
NnPOU3BOAOUTEIb: 000 «MAKU3-OPAPMA»
AHAINAU3 NO: JIM-006935-130421, u3aMm. Ne1, uam. Ne2
XPAHEHME: Mpu TemnepaType He Bblwe 25°C.

HaUMEHOBaHWE, NEKAPCTBEHHYIO (HOPMY; AO3UPOBKY;
HaUMEHOBaHWE  PUANYECKOro  nnua,

MEXAYHapoaHoe HenaTeHTOBaHHOE

Ha WMMs | HauMeHOBaHWe,  nekapcTBeHHas  hopma;
KOTOPOro BblAaHO PETMCTPALMOHHOE YAOCTOBEPEHUE; | A03NPOBKA;, HAWUMEHOBAHUE  IOPUANYECKOTO
NOroTMN KOMNaHUM, OCYLUECTBNSIOWEN NPOABWKEHNE | nuua, Ha ums KOTOpOro BblAaHo

NeKapCcTBEHHOro npenaparta; HOMep cepuu; aary
npoussoacTtea (npu cacoke Ha OO0 «MAKWN3-
®APMA» paTy npouM3BOACTBA HE HaHOCHAT), AaTy
NCTEYEHUsi CpOoKa rOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHoU nayke Ha pyCCKOM si3bIKe yKa3blearom:
TOproeoe HauMeHoBaHue npenapara c
npeaynpeauTenLHONn MapK1MPOBKOW ®;
MEXAYHapOAHOE HEeNnaTEeHTOBAHHOE HaUMEHOBaHWE;
AO3NPOBKY; HaWMEHOBaHWE OPUAUYECKOrO Nuua, Ha

nms KOTOPOro BblAaHO perucTpaumoHHoe
yAOCTOBEPEHME, ero CcTpaHy; Homep
PEerncTpaunoHHoro YAOCTOBEPEHUS, noroTumn
KoMnaHuu, OCyLLECTBNSIOLLEN NPOABMXEHNE
nekapcTBEHHOro npenapara; HauMeHoBaHue

NPeANpPUATUS-NPON3BOAUTENNA, €ro  aapec  (npu
npon3BoACTBE Ha 000 «MAKN3-OAPMA»
yKasblBalOT CTpaHy, [OpOA); HauMeHoBaHuWe U
CoAepXaHue AeicTByloLlero BelecTBa B OAHOMN
TabneTke, NOKPLITOA  MMEHOYHON  OBOMNOYKOWA;
Konu4yectso Tabnetok B ynakoBke;  yCNoBWS
XpaHeHusi; cnocob npuUMeHeHus;; yCnoBusi OTNYycKa;
npeaynpeautenbHble  Haanucu  «MpumeHsTb  no
HasHayeHuo Bpavay; «Copepxut naxkTo3bl
MOHOruApaT»; «XpaHuTe B HEAOCTYNHOM ANs AeTen
MecTey; hapmakoTepaneBTUYECKYi0 Tpynny; LUTPUX-
KOA, HOMep cepuu; AaTy npoussoacTea (npu
npoussoactBe Ha OOO «MAKU3-®APMA» party
NpoOM3BOACTBA HE HAHOCAT); AaTy WCTEYEHUR Cpoka
rOAHOCTH.

Ha «kapTOHHyl0 nayky MoryT OblTb HaHeCeHbl

TexHu4eckue (NpoM3BOACTBEHHbIE) KOAbI
(rpacbuueckue,  OykBeHHble  unu  uUudpoBbie),
hapmkos.

Ha kapmoHHOU nayke Ha aHenulcKoM si3bike
yKa3ablearom. TOpProBoe HaumeHoBaHWe npenapaTa C
npeaynpeaAnTenbLHON MapKUpOBKOWA ®;
MEXAYHapOAHOEe HENaTeHTOBAaHHOE HaWMEHOBaHUE,
NO3NPOBKY;  (hapMakoTepaneBTUYECKYlD  rpynny;
KonuyecTBo TabneTok B ynakoBKe.

lMpu npoussodcmee, ¢hacoske u ynakoske Ha OO0
«MAKU3-@APMA»  [ONONHUTENbHO  AonyckaeTcs
HaHeceHue CpeacTB naeHTurKaummn ans
MOHUTOPUHra ABWKEHUSA NEKapCTBEHHbIX NpenapaTos,
B TOM u4ucne rnobanbHOro WAEHTUUKALUOHHOIO
HOMEpa TOProBOW EeAWHULUbI W WHAUBUAYANbHOrO
CepUINHOro HomMepa TOProBON eANHULIbI.

perucTpauvoHHoOe  yAOCTOBEPEHWE,  JIOroTUn
KOMNaHuK, OCYLLUEeCTBNAWEN NpojBMKXEHNE
NeKkapcTBEHHOro npenaparta; HOMep cepuu;
AaTa UCTEeYEHNs CPoKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pyCCKOM $3biKe
yKa3aHo: TOproBoe HauMeHoBaHue npenaparta ¢
npefynpeauTenbHon MapK1UpPOBKOM ®;
MEXAYyHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHue; JAO03UPOBKA; HauMeHoBaHue
IOPUANYECKOTO NLA, HA UMSA KOTOPOrO BbIAAHO
perucTpaunoHHOe yAOCTOBEPEHWUE, ero CTpaHa;
HOMEp  PEerucTpauuoHHOro  YAOCTOBEPEHUS;
noroTun KoMnaHum, ocyLjecTensoLWwen
NPOABUXEHWE  NEKapCTBEHHOrO  npenapara;
HauMeHoBaHWe npeanpUATUA-NPOU3BOAUTENS,
ero CTpaHa, [OpPOA; HauMeHoBaHue ¥
coAepXaHue A encTByIOLEro BeLecTsa B O4HOM
TabneTke, NOKPbLITOA MIEHOYHOW O0BONOYKOM;
KonuyecTso TabneTok B YMakoBKe; YCNOBUA
XpaHeHus; cnocob NpPUMEHEHUS;  YCNOBUS
oTnycka; npeaynpeauTenbHble Haanucu
«MpumeHsATb N0 Ha3HauyeHuw  Bpavay;
«CoAepXuUT NakTo3bl MOHOTMAPATY», «XPaHUTL B
HEeAOCTYNHOM ans neTen mecTey;
hapmakoTepaneBTMYECKas rpynna; LUTPUX-KOA;
HOMep cepuu; faTa UCTEYEHUSI CpOKa FOAHOCTH.

Ha KapTOHHYIO nauky HaHeceHbl TEXHWYeckue
(NpOn3BOACTBEHHbIE)  KOAbl  (rpadhuueckue,
ByKBEHHbIE U UUDPOBBIE), (hapMKOA.

Ha kapmoHHOU nayke Ha aHenulcKoM si3biKe
yKa3aHO: TOProBoe HaumeHoBaHwe npenapara ¢

npeaynpeauTensHOn MapK1UpoBKOW ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHUeE; [,03UPOBKa;

hapmakoTepaneBTUYECKas rpynna; Konu4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ghacoska u ynakoska Ha OO0
«MAKU3-OAPMA» AONONHUTENBHO HaHeCeHb!
cpeacTBa MAEHTUMUKaAUUM AN MOHUTOPMHra
LBWKEHUS NeKapCTBEHHbIX NMpenapaToB, B TOM
yucne  rnobanbHOro  MAEHTUUKALMOHHOrO
HoMmepa TOproBsoW eAVNHULbI ]
VHAUBUAYaNbHOrO CEpPUNHOro HOMepa TOProBow
eAVHULbI.

12. | CPOK rOAHOCTH

3ropa
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