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MAKUI®APMA HAVIMEHOTBAAHME Nonokokc® TabneTku, NOKPbITbIE NIIEHOYHOW
NMPENAPATA: >
S — obonoykoun, 90 mr
ABTomoﬁungbm HOMEP CEPWM: D03231024
ot canne @ OATA NPON3BOACTBA: | 14.10.2024
cTpoeHue 6, .
pdipriod | rOAEH O0: 30.09.2027
Cen: (495) 981.00.65 OBbEM CEPUM: 10 752 ynak. N230
e (dse) seT00- NPOV3BOANTEND: 000 «MAKWU3-®APMA»
AHANU3 NO: 1NM-006935-130421, uam. Ne1, uam. Ne2
XPAHEHUE: Mpu TemnepaType He Bblwe 25°C.
Ne HaumeHoBaHue
riry NORABATEITH Tpe6oBaHus H[ Pe3ynbTaThl aHanusa
1. | ONUCAHUE BusyanbHbIN. [BosikoBbINyKNble Tabnetku | [BoskoBbinyknble  Tabnetku  AGNOKOBUAHON
AONOKOBMAHOW  (DOPMbI,  MOKPLITbIE ~ MNEHOYHON | POPMbI, MNOKPLITbIE NIEHOYHOW  0BONoYKOon
obonoukoit Genoro uBeTa, ¢ rpaBupoBkon «98» Ha | Benoro useta, ¢ rpaBupoBkoV «98» Ha OAHON
OLHOW CTOPOHE U «J» Ha ApYron. CTOPOHE U «J» Ha APYron.
Ha nonepeuHom paspese BWAHbI ABa cnos: saapo | Ha nonepeyHom paspese BMAHbI ABa CNos: SAPO
noytu 6enoro useta u obonoyka 6enoro Ugera. noytu 6enoro useta u obonoyka Genoro UBeTa.
2. | NOANUHHOCTbL B3XX. Bpems yaepxuBaHua OCHOBHOrO nuka Ha | Bpema yaepxuBaHMA OCHOBHOTO nuka Ha

XpoMaTorpamme UCNbITYEMOro pacTtBopa  AO0fmKHO
COOTBETCTBOBaTbL BPEMEHU YAEPXUBaHUA OCHOBHOrO
nuka Ha XpomaTtorpamme CTaHAAPTHOrO pacTeBopa
(pasgen «KonuyectBeHHOE onpeaeneHuey).
Y®-cnektpocdoTtoMmeTpusi. YP-cnekTpbl NOrnoLieHns
MCNbITYEMOro pacTBopa U CTaHAAPTHOrO pacTeopa B
obnactu ot 200 5o 400 HM JOMKHBI UMETH MaKCUMYyM
nornoLiexus npu 234 + 2 HM.

Xpomartorpamme MCnbITYEMOro pacTsopa
cooTBeTCTBYyeT BpPEMEHM YAEPXNBaHUS
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpbl nornoweHuns NCnblTyemoro
pacTeopa W CTaHAapTHOro pactsopa B obnactu
or 200 po 400 HM WMMEKT MaKCUMyM
nornowexuns npu 234 + 2 HM.

3. | CPEAHAA MACCA e Po.
Ot 298,30 a0 316,76 mr (307,53 mr + 3 %). 306,57 mr (-0,3%)
4. | PACTBOPEHUE F'd PP, YO-cnektpodoTOMeTpHUS. (101%)
He menee 80 % (Q) oT 3asBneHHOro konuyecrsa 98%
aTopukokcnba yepes 30 MUHYT. 97%
101%
102%
104%
102%
5. | POACTBEHHbIE B3XX.
NPUMECHU Mpumeck H-ETCRCO1 — He 6onee 0,2 %); He obHapyxeHo
npumeck H-ETCRCO02 - He 6onee 0,2 %; 0,00%
€AVHUYHASA HeuaeHTUMUUMPOBaHHAA NpUMechb — He 0,03%
6onee 0,20 %;
cymma npumecei — He 6onee 2,0 %. 0,10%
6. | BOOA F® PO, Metoa K. ®uwepa. o
He 6onee 6,0 %. 1.5%
7. | OOHOPOOHOCTb F® PO, cnocob 2, BAXX.
AO3UPOBAHUA AV £ 15 % (n = 10), ecnn ycnosme He BbINOMHAETCS,
T0 AV £ 15 % (n = 30), u ana 30/30 Tabnetok AV.o = 4.9%
KONMYeCTBEHHOE coaepxaHue AencTayoLero 0= I
BELLeCTBa 40MKHO HaxoauTbes B uHTepsane 0,75-M —
1,25-M.
8. | MMKPOBUOJTOM'MYECKAA F'® PO, kateropus 3A.
YUCTOTA ObLee yncno aspobHbIX MUKPOOPraHM3MoB He Gonee MeHee 10KOEB 1T
10° KOE B 1 1 (Mn);
O6Lee YnCcno fpOXOKEBBIX 1 NNECHEBbIX rpuboB — He 5KOEB1T
Gonee 10° KOE B 1 r (Mn);
OrtcytcrBue Escherichia coli B 1 r (mn). He obHapyxeHo
9. | KONMWYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr ao 94,50 mr (ot 95,0 ao 105,0 % ot 91,16 mr
3asB/IEHHOro KonmyecTea) B Tabnetke. (101,3%)
10. | YNAKOBKA MMpu npouseodcmee u/unu pacghacoske u ynakoeke Ha | Npouzeodcmeo, pacghacoeka u yrnakoska Ha
000 «MAKU3-©®APMA», Poccusi 000 «MAKN3-®APMA», Poccus
Mo 7, 10 unu 14 TabneTtok B KOHTYpHyio siveiikoBylo | Mo 10 TabneTok B KOHTYPHOW AYENKOBOWA
ynakoBky u3 nneuku [BX/MBOX w  conbrn | ynakoske u3 nneHkn [BX/MBOX wn donbru
aniloMUHMEBON NEYaTHOW NakMpPOBAHHOW UMW B | anlOMUHWEBON NEYaTHOW NakUPOBaHHOW.
KOHTYPHYIO  AYElKOBYKD  ynakoBky U3  onbru
xonoaHoro copmosaHus (MBX-Aniomuuuni-OMNA) u
honbru antoM1MHUEBON NeYaTHOWN NakupPoOBaHHON.
Mo 1, 2, 3 unn 4 KOHTYpHble siYeinkoBble ynakoBku | 10 3 KOHTYpHbIE AYENKOBbIE YNakoBKU BMECTE C
BMECTE C WHCTPYKUWEN NO NPUMEHEHWI0 B Nayky | WHCTPYKUMEA NO  NPUMEHEHWIO B nadky
KapTOHHYI0. KapTOHHYIO.
11. | MAPKUPOBKA lMepeuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHoU sidelikosol ynakoske (brniucmepe) Ha | Ha koHmypHol siyelikogoll  yrnakoeke Ha
pyccKom A3bIKE yKa3sblgarom: TOprosoe | pycckom s3bIKE yKa3aHo: TOproBoe
HauMeHOBaHMe npenapata C npejynpeAuTEnbHOW | HauMeHoBaHue npenapara (o]
MapKkupoBkoii ®; MexayHapogHOe HenaTeHTOBaHHOe | npeAynpeauTenbHON MapKUpOBKOM ®;

HauMeHOBaHWe; NeKapCTBEHHYI (hOpMY; A O3UPOBKY;

MeXAyHapoaHoe HenaTeHToBaHHoOe
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NIekapCcTBEHHOrO npenaparta; HOMep cepuu; AaTy
npoussoactea (npu cpacoske Ha OO0 «MAKU3-
®APMA» paTy npou3BOACTBA HE HaHOCAT), AaTty
UCTEYEHMNA CpoKa rOAHOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pyCCKOM 5i3bIKe yKa3bl8arom:
TOprosoe HaumeHoBaHue npenapara c
npeaynpeauTenbHON MapKUPOBKOW ®;
MEXAYHapoAHOe HenaTeHTOBaHHOE HaWMeHOBaHue,;
NO3NPOBKY; HaUMEHOBaHWE PUANYECKOrO Nnuua, Ha

ums KOTOporo BblAaHO perucTpaunoHHoe
YAOCTOBEPEHUE, ero CTpaHy; Homep
PErncTpaLmoHHOro YAOCTOBEPEHUS; norotun
KOMNaHuu, OCYLLECTBASIOLLEN NpoABUXeEHNe
neKapcTBEHHOro npenapara; HauMeHoBaHue

nNpeAnpuUATUA-NPOU3BOAMTENA, ero  aapec  (npw
npousBoacTee Ha 000 «MAKN3-©APMA»
yKasblBalOT CTpaHy, [rOpoA); HauMmeHoBaHue W
CoAepXaHue AeicTByIOLIEero BellecTBa B OJHOM
Tabnetke, MNOKPLITOW  NAEHOYHOW  0BONOYKOW;
konuyectBo TabneTok B  ynakoBke;,  yCnoBus
XpaHeHus;; cnocob NpUMEHEHWsi; YCNOBUS OTNyCKa;
npeaynpeautensHole  Haanucu  «lpumeHaTe  no
HasHa4YeHuto Bpava; «Copepxut  nakTosbl
MOHOruApaT»; «XpaHuTb B HEAOCTYNHOM ANs AeTei
mecTe»; hapmakoTepaneBTUHecKylo rpynny; LUTPUX-
KOA; HOMEep cepuw; AaTy npou3BOACTBa  (Npw
npoussoactee Ha OO0 «MAKU3-OAPMA» paty
Npou3BOACTBA HE HAHOCAT);, AATy UCTEYEHUA Cpoka
rOAHOCTH.

Ha «kapToHHyl0 nayky moryT OblTb HaHeceHbl

TexHuYeckune (Npon3BOACTBEHHbIE) KoAb!
(rpaduueckue, BGyKBEHHbIE unu undpossbie),
dapmkoa.

Ha kapmoHHOU rnayke Ha aHenulickoM si3bike
yKasbigatom: TOProBOE HauMeHOBaHWe npenapaTta c
npeaynpeauTensHon MapK1UpOBKON ®;
MEXAYHapOAHOEe HenaTEeHTOBAaHHOE HaWMEHOBAHWUE;
[,03UPOBKY; dhapmakoTepaneBTUYeCKylo  rpynny;
Konu4yecTBo TabneTok B ynakoBke.

lMpu npoussodcmee, ¢hacoeke u ynakoske Ha OO0
«MAKN3-©APMA»  BLONONHUTENbHO  AONyCKaeTcs
HaHeceHue cpeacTB naeHTuurkaumm ans
MOHUTOPUHra ABWKEHUS NEKAPCTBEHHbLIX NPenapaTos,
B TOM u4ucne rnobanbHOro WAEHTUUKALNOHHOIO
HOMepa TOProBOW eAWHWLBI U  WHAUBUAYANbHOrO
CEepuNHOro HomMmepa TOProBOW €ANHULIbI.

MAKMSOAPMA :SEMEgSTiAHME [onokokc® TabneTku, NOKPbITbIE NIEHOYHOM
{5058 1 Fitenes : obonoukowu, 90 mr
ABTOMOGMngbIﬁ HOMEP CEPUM: D03231024
Crooenme 4. OATA NPOV3BOACTBA: | 14.10.2024
6, .
ST eE: FOAEH A0: 30.09.2027
Ton (495 6310088 OBBEM CEPUM: 10 752 ynak. Ne30
el MPOV3BOAWUTEND: 000 «MAKWU3-®APMA»
AHANU3 NO: M-006935-130421, uam. Ne1, uam. Ne2
XPAHEHUE: MNpu TemnepaType He Bbiwe 25°C.
HaunMmeHoBaHue opugun4eckoro nuuya, Ha nmMaA HanMeHoBaHue, nekapcrBeHHas d)opMa;
KOTOPOro BblI4aHO perncTpauuoHHOe yaoCcToBepeHue, AO3UPOBKA; HauMmeHoBaHue ropuanyeckoro
noroTun KomMnaHuu, OCyLueCTBﬂﬂloLLleﬁ npoaswxeHune nvua, Ha nmMA KOTOpOro BblAaHO

perucTpaunoHHoe  yAOCTOBEpPEeHWe;  noroTun
KOMNaHW1, OCYLLECTBNAIOWEA NPOABMKEHUE
nekapcTBEHHOro npenapaTta; HoOMep cepuu;
AaTa UCTEYEHUA CpoKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha PyccKOM si3blke
yKasaHo: TOproBoe HauMmeHoBaHWe npenapara ¢

npeaynpeauTenbHOM MapK1UpOBKOM ®;
MeXAyHapoaHoe HenaTeHToBaHHOe
HauMEeHOBaHWe, [03MpOBKa; HaWMEHOBaHMue

IOPUANYECKOro Nnuua, Ha UMA KOTOPOro BbiAaHO
perucTpauuoHHoe ya0CTOBEPEHWE, €ro CTpaHa;
HOMEp  PerucTpaLWoOHHOrO  YAOCTOBEPEHUS,
noroTun KOMMNaHuu, ocyLLeCTBRALEN
NPOABWXEHNE  NeKapCTBEHHOro  npenapara;
HauMeHOBaHWe npeanpPUATUA-NPOU3BOAUTENS,
ero CTpaHa, Tropoj; HauWMEHOBaHWe U
cofepxaHue AeiCTByIoLLero BeLecTsa B OAHOI
TabneTke, NOKPLITOW NNEHoYHOU 06ONOYKON;
KOnu4ecTBo TabneTok B ynakoBKe;, YCNOBUS

XpaHeHusi; cnocob NPUMEHeHWs; ycnosus
oTnycka; npeaynpeauTenbHble Hagnucu
«[pUMEHsITb N0 Ha3HauyeHulo  Bpayay,

«CoaepXXuT NakTo3bl MOHOrMAPaT»; «XpaHUTb B
HEAOCTYMNHOM ans aerten MecTe»,;
hapmakoTepaneBTU4eCKas rpynna; LUTPUX-KOA;
HOMEp cepuu; AaTa UCTEYEHUA CPOKa FOLHOCTHU.

Ha KapTOHHYyl0 nayky HaHeceHbl TexHuyeckue
(NPON3BOACTBEHHbIE)  KOAblI  (rpadhuyeckue,
ByKBEHHBIE U LUUPOBbLIE), hapMKoa.

Ha kapmoHnHOU nayke Ha aHenulckoM s3bike
yKa3aHo: TOproBoe HauMeHoBaHue npenapara c

npeAynpeAnTenbHON MapKUpOBKOA ®;
MexgyHapoaHoe HEnaTeHTOBaHHOe
HaMMEHOBaHWe; A03NPOBKa;

hapmakoTepaneBTUYeCKas rpynna; Konm4ecTso
TabneTok B ynakoBke.

lMpoussodcmeo, ghacoska u ynakoeka Ha OO0
«MAKN3-QAPMA» [ONONHATENBHO HAHECEHbI
CpeACcTBa MAEHTUdMKALUMM ANS MOHUTOPUHra
ABWKEHWUR NEeKapCTBEHHbIX NMpenapaTtos, B TOM
yucne  rnobanbHOro  MAEeHTUMUKALNOHHOrO
Homepa TOProeown eANHULBI "
VHAWBUAYATNbHOrO CEPUNHOrO HOMEpa TOProBoA
eANHULbI.

12. | CPOKTOHOCTH
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