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{lé’“ OTOEN KOHTPONA KAYECTBA
P LA S Nluyensus Ne 00205-71C om 15.02.2021 .
MAKUS®APMA :é\grl\:ﬂ;l‘\o_rBAHWE Nonokokc® TabneTku, NOKPbITbie NIEHOYHOM
A: Y
35505, ¢ Moo obonoykon, 90 mr
ABTOMOﬁMngb!ﬁ HOMEP CEPUU: D0O3080624
npoesg, 4.0,
CTooee 4 OATA NPOVW3BOACTBA: | 18.06.2024
rOAEH O0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUM: 10 664 ynak. Ne30
NPOU3BOAUTE/b: 000 «MAKU3-®OAPMA»
AHANMN3 NO: J1M-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25°C.
Ne HaumeHoBaHue Toe6 HOL P "
il S ————— peboBaHus e3ynbTaTbl aHanusa
1. | ONMUCAHUE BusyanbHbin. [BosikoBbINyKble Tabnetkn | [IBosikoBbiNyknble  TabneTkn  S6rOKOBUAHOIM
AGNOKOBUAHOW  (HOPMbI,  MOKPbLITbIE  MNEHOYHOW | (DOPMbI, NOKPbLITbIE NMEHOYHOW  OBOMOYKON
oGonoukoi Genoro useTta, C rpaBupoBKOii «98» Ha | 6enoro userta, C rpaBUPOBKON «98» Ha OfHOW
O[\HOW CTOPOHE U «J» Ha APYroM. CTOPOHE N «J» Ha ApYrow.
Ha nonepeuHom paspese BuaHbl ABa cnos: siapo | Ha nonepeuyHom paspese BUAHbI ABA CMOS: RAPO
no4Tn 6enoro yseta u obonoyka 6enoro ugeTa. nouTu 6enoro useta u obonoyka 6enoro uyseTa.
2. | NOANNHHOCTb B3OXX. Bpems yaepxuBaHUS OCHOBHOTO NWKa Ha | Bpems yaepXuBaHUS OCHOBHOMO nUKa Ha
XpoMaTtorpamme WCMbLITYEMOro pacTBopa [AOSHKHO | XpomaTorpamme MCnbITYyEMOro pactBopa
COOTBETCTBOBaTb BPEMEHU YAEPXMBAHUA OCHOBHOTO | COOTBETCTBYET BPEMEHU YAEPXNBaHUA
nuKa Ha Xpomarorpamme CTaHAApTHOTO pacTBOpa | OCHOBHOMO nuka Ha XpomaTorpamme
(pasaen «KonuyecTBeHHOE onpeaeneHue»). CTaHfapTHOro pacreopa.
Y®-cnektpocboToMeTpusi. YD-cnekTpbl nornowenns | Yd-cnekrpsl nornoweHusa ucnbITyemoro
UCNbITYEMOro pacTBopa U CTaHAapTHOrO pacTBopa B | pacTBOpa W CTaHAapTHOrO pacTeBopa B o6nactu
obnactut ot 200 A0 400 HM AOMKHLI UMETH MakcuMym | oT 200 4o 400 HM  WUMEIOT  MaKcUMyMm
nornowjexHusi npu 234 + 2 Hm. nornowexuns npu 234 + 2 Hm.
CPEAHAA MACCA re Po.
Ot 298,30 40 316,76 mr (307,53 Mr + 3 %). 307,06 mr (-0,2%)
4. | PACTBOPEHME e PO, Y®-cnektpocdoTtomeTpus. (106%)
He meHee 80 % (Q) oT 3asBneHHOro Konuyectsa 104%
aTopukokcnba yepes 30 MUHYT. 108%
106%
103%
108%
106%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck H-ETCRCO1 — He 6onee 0,2 %; He obHapyxeHo
npumeck H-ETCRCO02 - He Gonee 0,2 %; He o6HapyxeHo
€AVNHUYHasA HeuaeHTUUUMPOBAHHAA NPUMECH — He 0,05%
6onee 0,20 %;
cymma npumeceii — He Gonee 2,0 %. 0,13%
6. | BOOA e PO, Meton K. Puwepa. o
He 6onee 6,0 %. 1.7%
7. | OOHOPOAOHOCTb F'® PO, cnoco6 2, BOXX.
AO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnosue He BbINOMHSAETCA,
T0 AV £ 15 % (n = 30), u ana 30/30 Tabnetok AV, = 4.8%
KONIMYECTBEHHOE coaepxaHue AeiicTByIoLLero = e
BELLEeCTBa JO/HKHO HaxoauTbCsA B uHTepeane 0,75-M —
1,25'M.
8. | MUKPOBUONOIMMYECKASA F'® PO, kateropus 3A.
YUCTOTA ObLuee yncno aspobHbIX MUKPOOPraHU3Mos He Gonee 25KOEB1T
10° KOE B 1 1 (Mn);
ObLyee 4Mcno APOIOKEBLIX U MAECHEBLIX rPUBOB — He Menee 10 KOEB 11
6onee 10° KOE B 1 1 (Mn);
Orcytcteue Escherichia coli B 1 1 (mn). He obHapyxeHo
9. | KONMUWYECTBEHHOE B3XX.
ONPEOENEHUE Ot 85,50 mr po 94,50 mr (ot 95,0 go 1050 % ot 89,34 mr
3aABMEHHOro KONMYecTBa) B TabneTke. (99,3%)
10. | YNAKOBKA pu npoussodcmee u/unu pacghacoske u ynakoske Ha | lMpousseodcmeo, paccpacoeka u ynakoeka Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKUN3-®APMA», Poccusi
Mo 7, 10 unu 14 TabneTok B KOHTYpHyl suenkoByl | Mo 10 Tabnetok B KOHTYPHOW SYEKOBOW
ynakoBky 13 nneHku MBX/MBOX wu conbru | ynakoBke u3 nnewkn MBX/MBOX u donbru
anioMMHUEBOW MNEYaTHOW NakMPOBaHHOW WNM B | anioMWUHUEBOW NEYaTHOW NakMpoBaHHOMN.
KOHTYPHYIO ~ AYEWKOBYIO  YnakoBKY ¥3  ¢honbru
xonoaHoro copmosanua (MBX-AnioMuHnii-OrMA) 1
onbru anioMUHWEBOI NEYaTHON NAaKMPOBAHHOM.
Mo 1, 2, 3 wAn 4 KOHTypHble AYeiikoBble ynakoBkM | IO 3 KOHTYPHbIE SYENKOBbIE YNaKOBKM BMECTE C
BMeCTe C WHCTPYKUMEA MO NPUMEHEHMI0 B Nauyky | UHCTPYKUMEN MO  NPUMEHEHWIO B  nauky
KapTOHHYIO. KapTOHHYIO.
11. | MAPKUPOBKA MepsuyHasi ynakoeka lMepsuyHas ynakoeka
Ha koHmypHol sivelikosol ynakoske (6nucmepe) Ha | Ha koHmypHol  svelikosoli ynakoeke Ha
PpyccKom s3bIKe yKasblearom: TOProBOe | PyCCKOM sA3bIKe yKa3aHo: TOproBoe
HaumeHoBaHMe npenapata C nNpPeAynpPeAuTEenbHOW | HaumeHoBaHue npenapara (e
MapKkupoBko ®; MexayHapoaHOe HenaTEHTOBaHHOE | MpeaynpeAuTenbHON MapKupoBKOA ®;
HauMeHoBaHWe, NeKapCTBEHHYIO (hOpMy; AO3UPOBKY; | MexayHapogHoe HenaTeHToBaHHOe
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HauMeHOBaHMe IOPUANYECKOr0 Nuua, Ha  uUMS
KOTOPOro BblfAaHO PerucTpauuoHHOe YAOCTOBEPEHUE;
NOroTUn KOMNaHuu, oCyLLECTBNAIOLIEN NPOABUMXEHNE
NeKapCTBEHHOro npenapaTa; HOMep cepuu; pAaTy
npoussoacTBa (npu cacoBke Ha OO0 «MAKU3-
®APMA» paTy npou3BOACTBA HE HAHOCAT); AaTy
UCTEYEHNSA CPOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM 5i3bIKe yKa3blearom:
TOoprosoe HaumeHoBaHue npenapara c
npeaynpesuTenbHOn MapKupoBKOMn ®;
MEXAYHapoAHOE HEenaTeHTOBaHHOE HaWMEHOBaHWE,;
LO3NPOBKY; HauMeHoBaHWe IOpPUANYECKOrO nuua, Ha

ums KOTOpOro BbIAaHO perncTpaumnoHHoe
yAOCTOBEPEHUE, ero CTpaHy; Homep
PEerucTpaLmoHHOro YAOCTOBEPEHUS, norotun
KOMnaHuu, OCyLUeCTBAsIoLEN NPOABWXeHNe
NEeKapCTBEHHOro npenapara; HaMMeHoBaHue

NPeANpUATUA-NpOM3BOAUTENS, ero agpec  (mpw
NpOU3BOACTBE Ha 000 «MAKN3-DAPMA»
yKasblBalOT CTpaHy, TOPOA); HauMeHOBaHue W
cojepxaHue [encTBylOLero BelecTBa B OAHOW
Tabnetke,  NOKPLITOA  NMEHOYHOW  OBONOYKOW;
KonuyecTeo Tabnetok B ynakoBke;  YCnoBuA
XpaHeHus; cnocob npUMEHEHWs; YCNOBWS OTNYCKa;
npeaynpeauTenbHble  Hagnucn  «MpuMeHaTb  no
Ha3HayeHuo Bpayay; «Copepxut nakTo3bl
MOHOrMapaT»; «XpaHWTb B HEAOCTYNHOM ANA AeTew
MecTe»; hapMakoTepaneBTUYECKYID TPynny; LITPUX-
KO4, HOMep cepuu; pAaTy nNpOM3BOACTBA (Npu
npoussoactee Ha OO0 «MAKU3-®APMA» paty
NPOU3BOACTBA HE HAHOCHAT);, AaTy UCTEYEHUs Cpoka
rOAHOCTH.

Ha «kapToHHylo nauky MoryT ObiTb HaHeceHbl

TexHu4yeckne (NPou3BOACTBEHHbIE) KoAbl
(rpacpuueckue, OGyKBEHHbIE nnu undposbie),
dapMKog.

Ha kapmoHHOU na4yke Ha aHenulcKoM s3biKe
yKa3ablealom: TOProBoe HauMeHOBaHWe npenaparta c
npeaynpeAnTEnbHOM MapKupoBKOiA ®,
MEXAYHapOAHOE HenaTeHTOBaHHOE HaWMeEHOBaHue;
A03UpOBKY;  (hapmakoTepaneBTUYECKYlD  rpynny;
KONUYeCcTBO TabneTok B ynakoBkKe.

lpu npouseodcmee, ¢hacoske u ynakoske Ha OOO
«MAKU3-®APMA»  BONONHUTENbHO  AOMyckaeTcs
HaHeceHue cpeacTs naeHTudukauum ans
MOHUTOPUHra ABWXEHUA NeKapCTBEHHbIX NpenapaTos,
B TOM uucne rnobanbHOro uAEHTUUKALUOHHOrO
HOMepa TOproBOM eAWHWLBl U  WHAUBWAYANbLHOTO
CEepUIRHOro HoMepa TOProBOW €ANHULIbI.

HavMeHOBaHue; nekapcTBeHHas dopma;
O3MPOBKA;  HaWMEHOBaHUE  OPUAUYECKOrO
nuua, Ha nms KOTOpOro BblAaHO
perucTpauuoHHOe YAOCTOBEpPEHWe; NoroTun
KOMMaHuy, OCYLLECTBNAOLWENA NpOABUMXEHUE
NeKkapCcTBEHHOro npenaparta; HOMep Cepuu;
AaTa UCTEYEHUs CpoKa rofHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PpPYCCKOM S3biKe
yKa3aHO: TOProBoe HauMmeHoBaHue npenapara ¢
npeaynpeauTenbHon MapKupOBKOWA ®;
MEXAYHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHwe, [O03UpOoBKa; HauMeHoBaHue
IOPNANYECKOro Nuua, Ha UMA KOTOPOro BblgaHo
perucTpauuoHHoe yA0CTOBEPEHNE, Ero CTPaHa;
HOMEp  PerucTpauuoHHOro  YAOCTOBEPEHUS;
noroTun KOMMaHuu, ocyLlecTBnsioLwen
NPOABWKEHNE  NEeKapCTBEHHOro npenapara;
HauMeHoBaHWe npeAnpUSATUA-NPOU3BOAUTENS,
ero CcTpaHa, ropoj; HauWMeHOBaHue U
copepxaHue AeiCTBYIOLEero BewwecTsa B O4HO
TabneTke, NOKPLITON NNEHOYHON OBGONOYKON;
KONUYecTBo TabneTok B YNakoBKE; YCNOBUS
XpaHeHus; cnocob nNpUMEHEHWs; ycnosus
oTnycka; npeaynpeauTenbHble Haanucu
«MpumeHsTb NO  Ha3HayeHwWw  Bpayay,;
«CoaepXuUT NakTo3bl MOHOTUAPATY; «XpPaHUTb B
HEeAOCTYNHOM ana netein mMecTey;
hapmakoTepaneBTUYECKas TPyNna; LUTPUX-KOA;
HOMEp Cepuu; Aarta UCTEYEHUN CpoKa roAHOCTHU.

Ha KapTOHHYl navky HaHeceHbl TexHu4eckue
(NPOW3BOACTBEHHbBIE)  KOAbI  (rpadhuyeckue,
ByKkBEHHbIE U UM poBLIE), hapMKoa.

Ha kapmoHHOU nayke Ha aHenulcKoM Si3bike
yKa3aHo: TOproBoe HaumeHoBaHue npenapara ¢

npeaynpeauTenbHown MapKUpoBKOW ®;
MeXAyHapoaHoe HenaTeHTOBaHHOe
HauMeHoBaHwue; A 03MPOBKa;

thapmakoTepaneBTUYECKas rpynna; Konu4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ¢hacoska u ynakoeka Ha OO0
«MAKU3-®APMA» AONONHUTENBHO HaHECEHb!
CpeacTea uAEHTUUKALUMKW ANA MOHUTOPUHra
ABWXEHUA NeKkapCTBEHHbIX NpenapaToB, B TOM
yucne  rnobanbHOro  WAEHTUUKALWNOHHOIO
HoMmepa TOProsow efnHULbI n
VHANBUAYaNbHOrO CEPUIAHOTO HOMepa TOProBowi
eAVNHULbI.

12. | CPOK TOAHOCTH
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