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MACMOPT Ne 501/24 — T
OTAOEN KOHTPONSA KAYECTBA
JNuuensus Ne 00205-11C ot 15.02.2021 r.
MAKHZEAPMA HAWME;IOBAHWE Aonokokc® TabneTku, NOKpbIThIe NIEHOYHON
MPEMNAPATA: 2
16558, - Wieres o6onoukon, 90 Mr
ABTOMOGUMBHBIN HOMEP CEPUU: D03110624
, 8.8,
i AATA NMPOU3BOACTBA: | 19.06.2024
FOAEH O0: 30.06.2027
Ten.: (495) 981-00-88 OBBEM CEPUMU: 32 480 ynak. Ne10
NPOU3BOOUTENDb: 000 «MAKU3-®APMA»
AHATU3 TO: 1N-006935-130421, uam. Ne1, nam. Ne2
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25°C.
Ne HaumeHoBanue
nin HoiA3arens Tpe6oBanus HJ Pesynbrathl aHanuaa
1. | ONUCAHUE BusyanbHbin. [BosikoBbINyknble Tabnetku | [BOSKOBLINYKMbIE  TabneTkn ABnokoBUAHOM
AGNOKOBUAHON  hopMbI, MOKPbITbIE  NNEHOYHOW | ChOPMbI,  MOKPLITHLIE  MAEHOYHOI obonoykon
obGonoukoit 6enoro useta, ¢ rpasupoBkoii «98» Ha | Genoro useta, ¢ rpaBMpoBkoi «98» Ha opHOM
O/\HOVi CTOPOHE U «J» Ha ApYroi. CTOPOHE U «J» Ha ApYroii.
Ha nonepeyHom paspese BugHbl asa cros: fiAPo | Ha nonepeyHom paspese BugHbI ABa Cnos: AAPO
noytu 6enoro useta u ob6onoyka 6enoro usera. noytu Genoro useta u obonoyka 6enoro uBeTa.
2. | NTOANNHHOCTb B3XX. Bpems yaepxuBaHus OCHOBHOMO nuka Ha | Bpems ypepXuBaHMs OCHOBHOrO nuka Ha

XpOMaTorpamme  UCMbITYEeMOro  pacTsopa  A40MKHO
COOTBETCTBOBaTb BPEMEHN YAEPKUBAHUA OCHOBHOMO
MUKa Ha XpomaTtorpamme CTaHAapTHOrO pacTeopa
(paspen «KonuyectseHHoe onpeaeneHue).
Y®-cnektpodotomeTpus. Y®-cnekTpbl nornoweHus
WCNbITYEMOro pacTBopa v CTaHAapTHOrO pacTBopa B
obnactu ot 200 40 400 HM AOMXKHBI UMETD Makcumym
NOrNoLeHns npu 234 + 2 Hm.

Xpomarorpamme neneITyemoro pacteopa
cooTBETCTBYET BpEMEHU YAEPX1BaHMA
OCHOBHOIO nuka Ha XpomaTorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpei nornowleHus ucnbiTyemoro
pacTeBopa n cTaHaapTHOro pactsopa B obnactu
oT 200 po 400 HM umeloT Makcumym
nornoweHus npu 234 + 2 Hm.

CPEQHSAAAA MACCA e Po.
Ot 298,30 40 316,76 Mr (307,53 mr + 3 %). 308,53 mr (+0,3%)
4. | PACTBOPEHUE F® PO, Yod-cnekrpodotomeTpus. (97%)
He wmeHee 80 % (Q) or 3asBreHHOro KkonuuyecTsa 98%
aTopuKokcuba yepes 30 MUHYT. 97%
97%
97%
96%
97%
5. | POOCTBEHHbIE B3IXX.
NPUMECH Mpumecs H-ETCRCO1 — He Gonee 0,2 %: He oBHapyxeHo
npumeck H-ETCRCO2 - He 6onee 0,2 %: He oBHapyxeHo
€AVNHNYHAA HeUAEHTUDMUMPOBAHHAA NPUMECh — He 0,08%
6onee 0,20 %;
Cymma npumeceii — He 6onee 2,0 %. 0,20%
6. | BOOA F'® PO, Metoa K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OOHOPOOHOCTb F'® PO, cnoco6 2, BXX.
AO3UPOBAHUA AV <15 % (n = 10), ecnu yCnoBue He BbinonHseTcs,
To AV £ 15 % (n = 30), n ans 30/30 Ta6netok AVio= 4.7%
KONUYECTBEHHOE coaepxaHnue AelicTByioLLEero 10750
BELUECTBa 4OMKHO HAXOANTLCS B UHTepBane 0,75'M —
1,25-M.
8. | MMKPOBMONOIMYECKAA F® PO, kateropus 3A.
YUCTOTA O6wee yncno aspobHbix MUKpoopraHnamoB He Gonee MeHee 10 KOEB 11
10° KOE B 1 r (Mn);
ObLiee YnCno APOXOKEBbIX U MNECHEBbIX rpubos — He Menee 10 KOEB 11
Gonee 10° KOE B 1 r (mn);
Ortcytcraue Escherichia colis 1 r (mn). He obHapyxeHo
9. | KONIMMECTBEHHOE B3IXX.
ONPEOENEHUE Ot 85,50 Mr go 94,50 mr (ot 95,0 go 1050 % ot 87,84 mr
3aABNEHHOro KonW4ecTsa) B TabneTke. (97,6%)
10. | YNAKOBKA lpu npouszeodcmee u/unu pacghacoske u ynakoske Ha pouseodcmeo, pacgpacoska u ynakoeka Ha
000 «MAKM3-®APMA», Poccusi 000 «MAKN3-®APMA», Poccusi
Mo 7, 10 unu 14 Tabnetok B KOHTYpHyl0 sivelikoByo | Mo 10 TabneTtok B KOHTYPHOW  SiYEKOBON
ynakosky w3 nneHku MBX/MBOX wu  conbru ynakoske u3 nneHku MBX/MBOX u donbru
anMUHUEBOI NeYaTHOW NakMPOBaHHOW wnu B anioM1HUEeBOI NeYaTHO NakMpPoBaHHOM,
KOHTYpHYlO ~ AYElKOBYIO  ynakoBky U3 donbru
X0noAHoro opmMoBaHus (MBX-AntomMuHni-OMA)  u
donbr anoMUHNEBON NeYaTHOIA NaknpoBaHHOM. Mo 1 koHTYpHOW suelkoBoik ynakoBke BMecTe ¢
Mo 1, 2, 3 unKu 4 KOHTYpHblE sAuelikoBblE YNaKOBKU | MHCTPYKUMER MO  nNpUMEHEHUw B navky
BMECTE C WHCTPYKUWEA MO NPUMEHEHUIO B nayky | KapTOHHYio.
KapTOHHY .
11. | MAPKUPOBKA MepsuyHas ynakoeka lMepeuyHas ynakoeka
Ha koHmypHoii sivelikosoli ynakoske (6niucmepe) Ha | Ha KOHmMypHoU  s4elikoeoli ynakoeke Ha
pycckom A3bIKE yKaabieatom: TOprosoe | pycckom A3bIKE yKa3aHo: TOproBoe
HauMeHoBaHWe npenapata C npeAynpeauUTENnbHON | HaMMEHOBaHUe npenapara (o

MapkupoBkoi ®; MexayHapoaHOe HenaTeHTOBaHHOe

npeaynpeavtensHomn MapKupoBKOMn ®,
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HaumeHoBaHue; NeKapCTBEHHYI0 hOpMYy; A03UPOBKY;
HauMeHoBaHWe IOPUANYECKOrO nuua, Ha uUMSs
KOTOPOro BblAaHO PErnCTPaLIMOHHOE YA OCTOBEPEHUE;
NOroTUN KOMNaHWM, OCYLLECTBNSIOLEN NPOABUKEHNE
NeKapCTBEHHOro npenaparta;, HOMep cepuu; Aarty
npoussoactea (npu cacoske Ha OO0 «MAKU3-
®APMA» paTy npou3BOACTBA HE HaHOCAT), AaTy
UCTEYeHUsi cCpoka rofHOCTY.

BmopuyHas ynakoeka

Ha kapmorHoUi nayke Ha pyccKom si3bike yka3bleatom:
TOproeoe HaumeHoBaHue npenapara c
npeaynpeauTensHON MapKUpOBKOM ®;
MEXAYHAapOAHOE HenaTeHTOBaHHOE HaWMEHOBAaHUE;
AO3NPOBKY; HaMMEHOBaHUe PUANYECKOrO Nuua, Ha

ums KOTOpOro BblAaHO perncTpaunoHHoe
YAOCTOBEpEHUE, ero CTpaHy; Homep
PerucTpaunoHHoro YAOCTOBEPEHUS; noroTun
KOMnaHuy, OCyLLeCTBASAIOLE NPOoABWKEHNE
NeKapcTBeHHOro npenapara; HauMeHoBaHue

NPEANPUATUA-NPOU3BOAUTENS, ero  aapec  (npw
Npou3BoACTBE Ha 000 «MAKN3-OAPMA»
YKasblBalT CTpaHy, TrOPOA); HaWMEHOBaHME U
coAepxaHue AencTByIOLLEero BeliecTsa B  OAHOI
Tabnetke,  NOKPLITOW  NAEHOYHON  OBOMOYKON:
KOnM4ecTBO  TabneTok B  ynakoBKe;  yCrosus
XpaHeHWsi; cnocob NpUMEHeHWs; YCroBWS OTMycKa;
npeaynpeautenbHele  Hagnucu  «MpuMeHaTb  no
HasHayeHuio Bpava; «Coaepxut NakTo3bl
MOHOrUAPaTY»; «XpaHuTb B HEAOCTYNHOM ANS AeTei
mMecTe»; papmakoTepaneBTUMECKYI0 FPYnny; LUTPUX-
KOA; HOMep cepuu; AaTy npousBoacTBa (npu
npoussojctee Ha OO0 «MAKWU3-®APMA» aaty
NPON3BOACTBA HE HAHOCAT); AaTy UCTEYeHUs cpoka
roAHOCTH.

Ha «kapToHHyio

nayky MoryT ObiTb  HaHeceHbl

TexHu4yeckue (NMPON3BOACTBEHHbIE) KOA bl
(rpachuyeckue, OykBeHHble  unu  uucposble),
thapmkos,.

Ha kapmoHHOU nayke Ha aHenulckoM s3bike
yKasbigalom. TOProBoe HauMeHOBaHWe npenapata ¢
npeaynpeAuTENbHOM MapKUpOBKOWA ®;
MeXAYHapoAHOE HenaTeHTOBaHHOE HaWMEHOBaHME;
[L03UPOBKY; ¢apmakoTepanesTUYeCKyl0  rpynny;
KONMYECTBO TabneTok B ynakoBke.

lpu npoussodcmee, hacoske u ynakoske Ha OO0
«MAKU3-©OAPMA»  [ONOAHUTENBHO AonyckaeTcsa
HaHeceHue cpeacTs naeHTUnKaummn ans
MOHUTOPUHIa ABUXXEHNA NeKapCTBEHHbIX Npenaparos,
B TOM uucne rnobanbHOro WAEHTUNKALNOHHOTO
HOMepa TOProBOW eAMHULbLI W WHAWBMAYANbHOMO
CEPUIHOrO HOMEepa TOProBOIA e4UHMLIbI.

MexayHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHWE; nekapcTBeHHas dopma;
AO3MPOBKA;  HauMEHOBaHUE  IOPUANYECKOrO
nmua, Ha ums KOTOpPOro BblAaHO
perucTpaunmoHHoe  yAOCTOBEPEHWE, noroTun
KOMMaHWW, OCYLIeCTBNSAIOWER NPOABMKEHNE
NleKapCTBEHHOTO npenapaTta; HOMep cepuu;
AaTa UCTEYeHUsi Cpoka rofHOCTM.

BmopuyHas ynakoeka

Ha kapmonHOU nayke Ha pycckoMm s3bike
yKa3aHoO: TOpProsoe HauMeHoBaHwe npenaparta ¢

npeAynpeAuTenbHoO MapKUpOBKOM ®;
MeXayHapoaHoe HenaTeHToBaHHOE
HauMeHOBaHWe; [03MPOBKAa; HaUMEHOBaHUe

IOPUANYECKOTO NTMLA, Ha UMS KOTOPOTrO BbliAaHO
PErucTpauMoHHOE YA0CTOBEPEHUE, Ero CTpaHa;
HOMEp  pEerucTpaumoHHOrO  YAOCTOBEPEHMS;
norotun KomMnaHuum, OCYLLECTBNSOLEN
NPOABWXEHNE  NIEKapCTBEHHOrO  npenapara;
HauMeHOBaHWe npeanpUATUA-NPOU3BOAUTENS,
ero  CTpaHa, ropoj; HauWMEHOBaHWe U
COAepXXaHue AenCTBYIOLLEro BELLECTBa B OfHON
TabneTke, NOKPLITONW NNEHOYHOW OBONOYKOIA;
konu4ectso Tabnetok B YnakoBKe; YCnoBus

XpaHeHus; cnocob nNpuUMEHeHWs; ycnosus
oTnycka; npeaynpesuTenbHble Haanucu
«MpuMeHATb N0 HasHauYeHMo  Bpauay,

«CopepXuUT NakTo3bl MOHOTUAPATY; «XPaHUTb B
He/0CTYNHOM ans aeten MecTe;
(hapmakoTepaneBTUYECKasi rpynna; LUTPUX-KOA,
HOMEp cepuu; Aata UCTEYEHUA CPOKa rOAHOCTH.

Ha kapToHHyl nayky HaHeceHsbl TexHuYeckue
(NPOM3BOACTBEHHBIE)  KOAbI  (rpadhuyeckue,
GyKBEHHbIE U LUPOBLIE), hapMKOA,.

Ha kapmoHHOU nauke Ha aHenulickom si3bike
yKa3aHo: TOproBoe HauMeHoBaHue npenapata ¢

npeaynpeauTensHou MapK1pOBKOWA ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue; AO3NPOBKa;

¢hapmakoTepaneBTUYeCKasi rpynna; Kofu4ecTso
TabneTok B ynakoske.

lpoussodcmeo, gpacoeka u ynakoeka Ha OO0
«MAKU3-OAPMA» [ONONHUTENBHO HaHECeHbI
CPpeACTBa MAEHTUGMKALMM ANS MOHUTOPMHra
ABIKEHUSI NTEKapCTBEHHbIX NPenapaTos, B TOM
uucne  rnobanbHOro  MAEHTUUKALNOHHOMO
Homepa TOproBow eANHNLbI "
MHAMBNAYaANbHOTO CEPUIAHOrO HOMEpa TOProBoiA
€AVHULbI.

12. | CPOK TOAHOCTH
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