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ﬁ OTAEN KOHTPONS KAYECTBA
mwg INuuen3usa Ne J1012-00102-77/00010585
AEREHBEARIA HAUMEHOBAHUE Nonokokc® TabneTku, NOKPbIThbIE NIEHOYHOW
MPEMNAPATA: ¥
9029, +. Mooxea o6onoukou, 90 mr
ABTOMOGUNbBHBLIN HOMEP CEPUU: DO3160824
/A8,
s igy OATA NPOV3BOACTBA: | 27.08.2024
rOAEH AO0: 31.08.2027
Ten.: (495) 981-00-88 OBBbEM CEPUMU: 10 582 ynak. Ne30
NPOU3BOOUTEIDb: 000 «MAKU3-DAPMA»
AHAIX3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: MNpu TemnepaTtype He Bbiwe 25°C.
Ne HaunmeHoBaHue
nin nokasarens Tpe6oBaHus H[ Pe3ynbratbl aHanusa
1. | ONUCAHUE BusyanbHbIn. [BosikOBbINYKIbIE Tabnetkn | [1BosikOBbINyknble  Tabnetkn  S6NOKOBUAHOM
A6GNOKOBMAHOW  (POPMbI,  NOKPbLITbIE  NIIEHOYHOW | (DOPMbI, NOKPbLITbIE MNSIEHOYHOW O0BONOYKOW
obornoukon Genoro useTta, C rpaBupoBkoir «98» Ha | Genoro uBeTa, C rpaBUPOBKOA «98» Ha OAHON
O/\HOW CTOPOHE U «J» Ha APYroi. CTOpPOHE U «J» Ha APYroW.
Ha nonepeuyHom paspese BuAHbl ABa crnos: s4po | Ha nonepevyHom paspese BUAHbI 4Ba Cros: AAPO
noytu 6enoro useta un obonoyka 6enoro useTa. noutu 6enoro useta u obonouka 6enoro useTa.
2. | NOANUHHOCTbL B3XX. Bpems yaepxuBaHusi OCHOBHOTO NuKa Ha | Bpema yAepXuBaHUS OCHOBHOTO NuKa Ha

XpOmaTorpaMme UCMbITYEMOrO pactBopa  AOMKHO
COOTBETCTBOBATb BPEMEHU YAEPXKUBAHUS OCHOBHOMO
nMKa Ha XpomMaTorpamme CTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOE OnpeaeneHne»).
Y®-cnektpodoToMeTpus. YD-cnekTpbl NOrnoweHus
MCMbITYEMOro pacTBopa W CTaHAapTHOro pacTeopa B
obnactu ot 200 go 400 HM AOMKHBI UMETH MAKCUMyM
nornowjexus npu 234 + 2 Hm.

XpomaTorpamme MCMbITYeMOoro pacteopa
COOTBETCTBYET BPEMEHHU yAEPXUBaHUSA
OCHOBHOrO nvka Ha Xpomartorpamme
CTaHAApTHOro pacTeopa.

Y®-cnekTpbl nornoLweHus ncnbITyemoro
pacTBopa M CTaHAapTHOro pacteopa B obnactu
or 200 pao 400 HM UMEKT MaKkCUMyMm
nornowexHus npu 234 + 2 Hm.

CPEQHAA MACCA e Po.
Ot 298,30 a0 316,76 mr (307,53 mr + 3 %). 307,35 mr (-0,1%)
4. | PACTBOPEHUE Fd PO, Yd-cnektpodoToMeTpus. (96%)
He meHee 80 % (Q) oT 3asBneHHOro KonuyecTsa 95%
aTopukokcuba yepes 30 MUHYT. 96%
96%
97%
95%
96%
5. | POOCTBEHHbIE B3IXX.
NPUMECHU Mpumeck H-ETCRCO1 — He Gonee 0,2 %; He o6HapyxeHo
npumeck H-ETCRCO02 — He Gonee 0,2 %; He o6HapyxeHo
€AVHUYHAA HeuaeHTUMUUPOBaHHAA NpuUMecb — He 0,07%
6onee 0,20 %;
cymma npumeceii — He 6onee 2,0 %. 0,12%
6. | BOOA F® PO, Meton K. ®uwepa. o
He 6onee 6,0 %. 1.6%
7. | OAHOPOAOHOCTb F'® P®, cnoco6 2, BOXX.
NO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnosue He BbINOMHAETCS,
T0 AV £ 15 % (n = 30), u agns 30/30 TabneTtok AV.o= 6.0%
KONU4YeCcTBEeHHOE coaepxaxue AeiicTayloLero 10,0
BELLEeCTBa JOMKHO HaxoauTbcs B MHTepsane 0,75-M —
1,25'M.
8. | MMKPOBUOJIOMMYECKAA F'® PO, kateropus 3A.
YUCTOTA Obuee uncno aspobHbIX MUKPOOPraHu3mMoB He Gonee Meree 10 KOEB 11
10° KOE B 1 r (Mn);
ObLyee 4ncno APOXOKEBBIX U NIIECHEBbLIX FPUBOB — He Menee 10 KOEB 1T
Gonee 10° KOE B 1 (Mn);
Orcytctue Escherichia coliB 1 r (mn). He obHapyxeHo
9. | KONMUWYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 go 1050 % ot 89,70 mr
3asaBNEHHOro konuyecTea) B TabneTke. (99,7%)
10. | YNAKOBKA lpu npoussodcmee u/unu pacghacoske u yrnakoske Ha | [pouzsodcmeo, pacghacoska u ynakoeka Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKN3-®APMA», Poccusi
Mo 7, 10 wnn 14 Tabnetok B KOHTYpHylo siveinkoBylo | Mo 10 TabneTtok B KOHTYPHOW SAYEKOBOW
ynakosky 13 nneHku TBX/TIBOAX wn  donbru | ynakoBke u3 nnewkn MBX/MBOX wu donbrn
anioMUHMEBOA Ne4vyaTHOW NaKMpOBaAHHOW WNM B | aniOMUHWEBOW NEYaTHOWN NaKUPOBaHHOWM.
KOHTYPHYIO ~ AYEWKOBYID  ynakoBKy u3  chonbru
xonopHoro copmosanus (MBX-AniomuHuin-OMNA) un
onbru antoMUHUEBON NEYATHON NaKUPOBaHHOW.
Mo 1, 2, 3 unn 4 KOHTYpHble AYeinkoBble ynakoBku | Mo 3 KOHTYpPHble S4YeKoBbIE YNakoBKW BMECTE C
BMECTE C WHCTPYKUMEW NO NPUMEHEHUIO B Nayky | UHCTPYKUMEA NO  NPUMEHEHUI0 B Nauky
KapTOHHYIO. KapTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka lMepesuyHas ynakoeka
Ha koHmypHol sivelikosoll ynakoeke (briucmepe) Ha | Ha KoHmypHolU s4elikogoll  yrakoske Ha
pyccKom AA3bIKE yKa3sbiearom: TOProBoe | pPyccKom A3bIKe yKa3aHo: TOproBsoe
HauMeHoBaHWe npenapaTa C npeaynpeAuTENbHON | HauMeHoBaHue npenapara c
MapkupoBkon ®; MexayHapoAHOe HenaTeHTOBaHHOE | NpeAynpeauTenbHO MapKUpOBKOW ®;

HauMeHoBaHWe,; nekapCcTBEHHY0 opmy; AO3UPOBKY;

MexayHapogHoe HENaTeHTOBaHHOE
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NeKkapcTBEHHOro npenapaTta; HOMEp cepuu; pJarty
npousBoacTBa (npu dacoske Ha OO0 «MAKUS3-
®APMA» paTy npouW3BOACTBA HE HAHOCHT), AaTy
UCTEYEHUSI CPOKa rOAHOCTH.

BmopuyHasi ynakoeka

Ha kapmoHHOU nayke Ha PycCKOM 5i3bIKe yKa3bleatom:
TOproBoe HaumeHoBaHue npenapara c
npeaynpeauTensHomn MapK1MpOBKOM ®;
MEeXAyHapOjHOe HenaTeHTOBAaHHOE HaWMEHOBaHWE;
LO3VPOBKY; HaWMEHOBaHWE OPUANYECKOrO nuua, Ha

ums KOTOPOro BbIAaHO perncTpaumoHHoe
yAOCTOBEPEHNE, ero CTpaHy; Homep
pEerucTpaLmoHHoro YAOCTOBEPEHUS; norotun
KomMnaHum, oCyLlecTBRsIoLWen NPOABMKEHNE
nekapcTBEHHOrO npenapara; HaumeHoBaHue

NPeAnpUATUA-NPON3BOAUTENS, ero aapec (npu
nNpou3BoACTBE Ha 000 «MAKU3-©APMA»
yKasblBalOT CTpaHy, [OPOA); HauMeHOBaHue U
coaepxaHue AeicTBylOLero BelecTBa B OAHOW
Tabnetke,  NOKPbLITOW  NNEHOYHOW  OBOMOYKOIA;
konu4yectso Tabnetok B ynakoBke;  YCMOBUS
XpaHeHns; cnocob NPUMEHEHUs; YCNoBWUSA OTMYCKa;
npeaynpeauTencHole  Haagnucu  «lpumeHsiTb  no
Ha3Ha4yeHuio Bpavay; «Copepxut nNaKTo3bl
MOHOrMAPaTY»; «XpaHUTb B HEAOCTYNHOM AN AeTei
MecTey; hapmakoTepaneBTUYecKylo rpynny; LUTPUX-
KOA, HOMep cepwuu; jAaty npousBoAcTBa (Npu
npoussoactee Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT); AaTy UCTEYEHUs Ccpoka

rOAHOCTM.
Ha «kapToHHylO nayky MoryT OblTb HaHeceHbl
TeXHU4eckue (Npou3BOACTBEHHbIE) koAbl
(rpacbuueckue, BGyKBEHHbIE unu umncposble),
dapmkog,.

Ha kapmoHHOU rna4yke Ha aHenulickoM Si3blKe
yKa3blearom: TOProBoe HauMeHOBaHWe npenapaTa C
npeaynpeauTenbHoOn MapKUpPOBKOM ®;
MeXAYHapoAHOe HenaTeHTOBaHHOEe HaWMEHOBaHME;
AO3NPOBKY; hapmakoTepaneBTUYECKYlO  rpynny;
Konu4ecTBo TabneTok B ynakoBke.

lpu npoussodcmee, ¢hacoske u ynakoeke Ha OO0
«MAKN3-®APMA»  BONONHUTENbHO  AOMyCKaeTcs
HaHeceHue cpeacTB naeHTudmKauumn ans
MOHWUTOPUHra ABWKEHUS NeKapCTBEHHbIX NpenapaTos,
B TOM u4ucne rnobanbHoro uaeHTUUKaUMoHHOro
HOMEpa TOproBOW €AUHUUbI W WUHAWBWAYaNbHOrO
CEepuUNHOro Homepa TOProBON eAUHULbI.

CTpP. 2 U3 2
OTAEN KOHTPONA KAYECTBA
e Nuuensus Ne 11012-00102-77/00010585
MAKU3DAPMA HSE‘F“IAEI?I-(\)TBAAHME Honokokc® TabneTku, NOKPbITbIE NIIEHOYHOM
109029, 1. Mooksa : obonoukou, 90 mr
ABTOMOBMIbHBIiA HOMEP CEPUU: DO3160824
Crpoene 4. [IATA TPOVN3BOACTBA: | 27.08.2024
rOAEH A0: 31.08.2027
Ten.: (495) 981-00-88 OBBbEM CEPUM: 10 582 ynak. Ne30
NPOU3BOAUTEND: 000 «MAKU3-PAPMA»
AHANWU3 NO: JIMN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: Mpu TemnepaType He Bbllwe 25°C.
HaumeHoBaHue lopuanyeckoro  nuua, Ha ums HaumMmeHoBaHue, nekapcTBeHHas (popma;
KOTOPOro BblAaHO pPEeruncTpaunoHHOe yAOoCTOBEpeHue, AO3NPOBKA, HauMmeHoBaHue ropnaunyeckoro
JIOroTun KoMnaHuu, ocyme(;'ranmou.(eﬁ npoaBwxeHune nuua, Ha nmA KOTOpOoro BblAaHO

perucTpauuoHHoe  YAOCTOBEPEHWE; NoroTun
KOMMNaHu, OCYLUECTBNAIOWEN NPOABUXKEHMNE
NeKkapcTBEHHOro npenaparta; HOMEep Cepuu;
AaTa UCTeYeHUsi Cpoka roAHOCTY.

Bmopuy4Has ynakoeka

Ha kapmoHHOU rayke Ha PYCCKOM $3blKe
yKa3aHo: TOproBoe HavMeHOBaHue npenapara ¢
npeAynpeauTensHoOM MapKupOBKOM ®;
MeXAyHapogHoe HenaTeHToBaHHOE
HauMeHOBaHWe; JA03UMPOBKAa, HaWMEHOBaHue
IOPUANYECKOrO NULAa, Ha UMS KOTOPOro BbiAaHO
pPerucTpaLuoHHoOe yAO0CTOBEPEHUE, €0 CTpaHa;
HOMEp  PerucTpauvoHHOrO  YAOCTOBEPEHUS;
norotun KOMMaHuu, ocylecTensaioLen
NPOABWXEHWE  NEeKapCTBEHHOro  npenapara;
HauMeHoBaHWe npeanpUATUA-NPON3BOAUTENS,
ero CcTpaHa, [OpOA; HaWMeHoBaHue w
coaepxaHue AencTByIOLLEero BewwecTsa B 04HOMN
TabneTke, NOKPLITOW MNEHOYHOW OBOMNOUKOIA;
KonuyecTso TabneTtok B ynakoBke, YCNOBWA
XpaHeHusi; cnocob® NpUMEHEHWs; yCroBus
oTnycka; npeaynpeauTenbHble Haanucu
«MpuMeHATb N0 Ha3HayeHWo  Bpayay;
«CopepXUT NaKkTo3bl MOHOMMAPATY; «XpPaHUTb B
HEAOCTYNHOM ans peten mecTey;
hapmakoTepaneBTUYECKan rpynna; LUTPUX-KOA;
HOMep cepuu; faTa UCTEYEHUS CPOKa rOAHOCTH.

Ha kapTOHHYI0 Mmauky HaHeCeHbl TeXHWYEeCKue
(NPON3BOACTBEHHbIE)  KOAbI  (rpacuyeckue,
BykBEHHbIE 1 LunpoBbIe), hapMKoa.

Ha kapmoHHOU nayke Ha aHe/ulicKoM Ssi3biKe
yKa3aHo: TOProBoe HavMeHOBaHue npenapara ¢

npeaynpeAuTenbHoM MapKupOBKOW ®;
MeXAYyHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHue; L O3UPOBKa;

hapmakoTepanesTU4eckas rpynna; KofimyecTeo
TabneTok B ynakoBke.

lMpoussodcmeo, ghacoska u ynakoska Ha OO0
«MAKU3-OAPMA» BONONHUTENbHO HaHEeCEeHb!
CpeAcTBa WAEHTMMDUKALUM ANS MOHWTOPUHra
ABWKEHUS NeKapCTBEHHbIX NPenaparos, B TOM
yucne  rnobanbHOro  MAEHTUUKALUMOHHOrO
Homepa TOProsow eANHULBI n
VHAVWBNAYaNbHOTO CEPUAHOTO HOMEpa TOProsow
eAVHULBI.

12. | CPOKTOAHOCTH
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