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MACTIOPT Ne 191/24 —
OTAENN KOHTPONA KAYECTBA
Jluyer3usi Ne 00205-/1C om 15.02.2021 2.
MAKMSDAPMA HAE'MEHOBAHVIE Donokokc® TabneTkn, NOKpbITbie NNEHOYHOM
MPEMAPATA: v
\banBE.c. s obonoukomn, 90 mr
ABTOMOGUIbHBIN HOMEP CEPUWU: D03060324
6,
orpoouve 4 OATA NPOU3BOACTBA: | 22.03.2024
rOAEH O0: 31.03.2027
Ten.: (495) 981-00-88 OBBbEM CEPUM: 10 911 ynak. Ne30
NPON3BOAUTEb: 000 «MAKU3-®APMA»
AHANMKA3 NO: JIN-006935-130421, uam. N1, uam. Ne2
XPAHEHMUE: lNpu TemnepaTtype He Bbiwe 25°C,
N Haumerio=anne Tpe6oBanua HL Pe3ynbTaTthl aHanuaa
n/n nokasarens P y
1. | ONNCAHUE BusyanbHbIn. [BosikoBbINyKNblE Tabnetku | [IBOSKOBbINYKNble  TabneTkn  S6IOKOBUAHOWM
ABMOKOBMAHOW  (DOPMbI,  MOKPLITHIE  MAEHOYHON | DOPMbI, MOKPLITHIE NMEHOYHOW  OBONOYKON
oBornoukoit Genoro LBeTa, C rpaBuUpPoOBKOA «98» Ha | Benoro useTa, C rpaBupoBkovi «98» Ha OAHOW
OAHOW CTOPOHE U «J» Ha APYron. CTOPOHE U «J» Ha APYroi.
Ha nonepeuHom paspese BuaHbl ABa crnos: sapo | Ha nonepeyHom paspese BUAHBI 4BA CROS: AAPO
noytu 6enoro LBeta u o6onouka 6enoro LBeTa. noytn 6enoro userta u o6onouka 6enoro useTa.
2. | NOANUHHOCTbL B3XX. Bpems yaepxuBaHWA OCHOBHOTO NWKa Ha | BpeMs YAEPKWBAHWS OCHOBHOrO NuKa Ha

XpomaTorpamMMe WUCNbITYEMOro pacTBopa  [AOMMKHO
COOTBETCTBOBATb BPEMEHU YAEPXXMBAHUS OCHOBHOIO
nuKka Ha Xpomartorpamme CTaHAapTHOrO pacTeopa
(paspen «KonuuyectBeHHOE onpeaeneHne).
Y®-cnektpochoTomeTpusi. YD-CnekTpbl NOrAoLEHUS
UCNbITYEMOro pacTeopa M CTaHAapTHOrO pacTeopa B
obnactu ot 200 A0 400 HM AOMXHLI UMETL MAKCUMyM
nornoweHns npu 234 + 2 um.

XpomaTtorpamme NCnbITYEMOro pacTBopa
COOTBETCTBYET BPEMEHM YAEPXUBAHNS
OCHOBHOTO nuka Ha XpomaTrorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpsl nornoweHus MCMbITYEMOro
pactBopa u ctaHaapTHOro pacteopa B obnactu
or 200 ao 400 HM uMMelT Makcumym
nornowjeHus npu 234 + 2 Hm.

CPEQHAA MACCA re Po.
Ot 298,30 40 316,76 Mr (307,53 Mr + 3 %). 309,07 mr (+0,5%)
4. | PACTBOPEHUE F® PO, Yd-cnektpodoToMeTpus. (98%)
He meHee 80 % (Q) oT 3asBNEHHOro konwuyecTea 99%
3Topukokcnba yepes 30 MUHYT. 98%
97%
98%
99%
97%
5. | POOCTBEHHbIE B3XX.
NMPUMECHU Mpumeck H-ETCRCO1 — He Gonee 0,2 %; He ob6HapyxeHo
npumecb H-ETCRCO02 - He 6onee 0,2 %; He obHapyxeHo
€AVHUYHasA HeWAEeHTUUUUPOBAHHAA NPUMECH — He 0,06%
6onee 0,20 %;
cymma npumeceit — He 6onee 2,0 %. 0,13%
6. | BOOA r® PO, Metoa K. ®uwepa. "
He 6onee 6,0 %. 1,6%
7. | OAHOPOOHOCTb F® PO, cnoco6 2, BAXX.
AO3UPOBAHUA AV = 15 % (n = 10), ecnu ycnosue He BLINONHAETCS,
T0 AV £ 15 % (n = 30), n ans 30/30 TabneTok AV.o= 1.1%
KONMUYECTBEHHOE coaepxanue AeicTayioLWwero 10°= Tt
BELLEeCTBa JOMKHO HaxoauTbCcs B uHTepsane 0,75-M —
1,25-M.
8. | MMKPOBMUONOIMMYECKASA F® P®, kateropus 3A.
YUCTOTA O6Lee yncno aapobHbIX MUKPOOPraHM3MOoB He Gonee MeHee 10 KOEB 11
10° KOE B 1 r (Mn);
O6Lee 4ncno ApOXOKEBLIX U NNIECHEBLIX rpUboOB — He MeHee 10 KOEB 1T
6onee 10° KOE B 1 r (Mn);
Orcytcreue Escherichia coli g 1 (mn). He obHapyxeHo
9. | KONMMYECTBEHHOE B3IXX.
ONPEOENEHUE Ot 85,50 Mr ao 94,50 mr (ot 95,0 go 1050 % ot 89,59 mr
3aABMIEHHOro KONMYecTBa) B TabneTke. (99,5%)
10. | YNAKOBKA lMpu npouseodcmee u/unu pacghacoske u yrakoske Ha | [poussodcmeo, pacgacoska U ynakoeka Ha
000 «MAKU3-®APMA», Poccus 000 «MAKU3-©@APMA», Poccusi
Mo 7, 10 nnn 14 TabneTok B KOHTYpHylo sueitkoBylo | Mo 10 TabneTok B KOHTYPHON  AYeVKOBOMN
ynakoeky u3 nneHkn TBX/MBOX wu  conbru | ynakoske u3 nnexkn MBX/MBAX u conbru
anlMUHUEBOW NeYaTHOW NaKUPOBAHHOW WNM B | anOMUHWEBOW NeYaTHON NaknpoBaHHOM.
KOHTYPHYIO ~ AYENKOBYIO  ynakoBKY U3  honbru
xonoaHoro ¢opmosarua (MBX-AntomuHuin-OMA) u
¢honbri antoMUHUEBOIN NEYATHOM NAKNPOBAHHOMN.
Mo 1, 2, 3 unn 4 KOHTYpHble AYeikoBble YnakoBku | Mo 3 KOHTYPHOI AYENKOBOW YNakoBKE BMECTE C
BMECTE C WHCTPYKUMEA NO NPUMEHEHWIO B NauKy | UHCTPYKUMEN MO  NPUMEHEHWI0 B  nauky
KapTOHHYIO. KapTOHHYI0.
11. | MAPKUPOBKA lNMepesuyHas ynakoska lMepeuy4Has ynakoeska
Ha koHmypHoi syelikosoll ynakoeke (6rucmepe) Ha | Ha koHmypHol  seiikogolii ynakoske Ha
pycckom A3bIKE yKasblearom: TOProBoe | Pycckom A3bIKE yKa3aHo: TOprosoe
HauMeHOBaHWe npenapara C npeaynpeauTeNntbHON | HauMeHoBaHue npenaparta c
MapkupoBkon ®; MexayHapogHOe HEeMaTEHTOBaHHOE | NpeaynpeauTenbHOI MapKupOBKOW ®;

HauMeHoBaHWe; NEKapPCTBEHHYI0 hOpMY; AO3UPOBKY:;

MeXayHapoaHoe HenaTeHToBaHHoe
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npoussoactea (npu cpacoBke Ha OO0 «MAKWU3-
®APMA» paTy npousBOACTBA He HaHOCAT);, Aary
MCTEYEHUss CpOoKa roLHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOUi nayke Ha PyCcCKOM SI3bIKe yKa3blearom:
TOproBoe HauMeHoBaHue npenapara c
npeaynpeavTensHon MapKupoBKON ®;
MEXAYHapOjHOEe HenaTeHTOBAHHOE HaUMEHOBaHUE,
A03NPOBKY, HaWMeHOBaHWE IOPUAMYECKOrO nuua, Ha

ums KOTOPOro BblfaHO perucTpaunoHHoe
YAOCTOBEPEHME, ero CTpaHy; Homep
PEerucTpaLnoHHoro YAOCTOBEpEHUS; noroTun
KOMnaHuy, OCyLLeCTBRSAILEN NPOABWKEHMNE
NeKapcTBEHHOro npenapara; HauMeHoBaHue

NPeAnpuUATUA-NPOU3BOAUTENS,, ero  agpec  (npu
Npon3BOACTBE Ha 000 «MAKN3-OAPMA»
yKasblBalT CTpaHy, T[OPOA); HaUMEHOBaHue WU
COAepXaHWe [EeicTByloLWero BeLlecTBa B OAHOW
Tabnetke, NOKPLITOM  MNNEHOYHOW  OBGOMNOYKOW;
KonuyectBo Tabnetok B ynakoBKE;  YCMOBUSA
XpaHeHus; cnocob NpUMEHEHWs; YCNOBUS OTMyCKa;
npeaynpeautenbHble  Haagnucu  «[pumeHaTb  no
Ha3Ha4YeHuio Bpava; «Copepxut NakTo3bl
MOHOrUApaT»; «XpaHuTb B HEAOCTYMHOM ANA AeTei
MecTe»; hapMakoTepaneBTUYECKylo rpynny; LITPUX-
KOA; HOMEep cepwuu; paTy npoU3BOACTBa (Npw
npoussoagctee Ha OO0 «MAKU3-®APMA» aaty
NPOU3BOACTBA HEe HAHOCAT); AaTy WUCTEYEHWUs Cpoka
FOAHOCTM.

Ha «kapToHHy

nayky Moryt OblTb HaHECEeHbI

TEXHUYeckue (NpOn3BOACTBEHHbIE) KOAbI
(rpadhuueckue, 6yKBEHHbIE nnu uudpossble),
thapmkog,.

Ha «kapmoHHOU na4yke Ha aHanulickoM s3bike
yKa3blgarom: TOProBoe HauMeHOBaHWe npenapaTa ¢
npeaynpeauTenbHoO MapK1UpOBKOW ®;
MEXAYHapoAHOe HenaTeHTOBaHHOE HaWMEHOBAHUE,
AO3NPOBKY;,  (hapmakoTepaneBTUYeCKyld  rpynny;
KonuyecTBo TabneTok B ynakoBke.

lpu npoussodcmee, ¢hacoske u ynakoseke Ha OO0
«MAKU3-®APMA»  pONONHUTENbHO  AonycKkaeTcs
HaHeceHue cpeacTs naeHTudunkaymm ans
MOHUTOPWHra ABWKEHUA NEKapCTBEHHbIX MPenaparos,
B TOM uucne rnobanbHOro WAEHTUUKALMOHHOrO
HOMEpa TOProBOW €AWHULUbI W WHAUBWAYANbHOrO
CEepUHOro HoMepa TOProBoW eAUHNLbI.

MARKSGAN HAg'l_\lﬂE;l:BAHWE Oonokokc® TabneTku, NOKPbITbIE NIIEHOYHOM
ne TA: Y
109029, r. Mocksa OGO.I'IO‘-IKOVI, 90 mr
AaToMOﬁMngblﬁ HOMEP CEPWUU: D03060324
Erohies OATA MTPON3BOACTBA: | 22.03.2024
FOAEH O0: 31.03.2027
Ten.: (495) 981-00-88 OBbEM CEPUMN: 10 911 ynak. Ne30
NPOU3BOAUTENb: 000 «MAKU3-©APMA»
AHANN3 NO: JIM-006935-130421, uam. Ne1, uam. Ne2
XPAHEHMUE: lpu TemnepaType He Bbile 25°C.
HaumeHoBaHue opuandeckoro  nuua, Ha nmsa HaumMeHoBaHue, nekapcTBeHHas cbopma;
KOTOpPOro Bbl4aHO pPeruCTpaunoHHOE yAOCTOBEpPEHUE; AO3UPOBKa, HanmeHoBaHue ropuanyeckoro
NoroTun KoMnaHuu, OCyLL[eCTBnﬂlOLLleVI npoasuxeHue nuua, Ha nms KOTOpOoro BblAaHO
NEeKapCTBEHHOro npenapaTa; HOMEp Cepuu; AaTy | PerucTpauuoHHOe YAOCTOBEPEHWE, NoroTvn

KOMNaHW1, OCYLUECTBNAIOWEN NPOABUKEHME
neKkapcTBeHHOro npenapaTta; HOMEp Ccepuu;
AaTa NCTeYeHUs Cpoka rofHOCTM.

Bmopuy4Has ynakoeka

Ha kapmoHHOU nayke Ha pYcCKOM s3biKe
yKasaHo: TOProBoe HauMeHoBaHwe npenaparta ¢

npeaynpeauTensHon MapKuUpOBKOM ®;
MeXAyHapoaHoe HenaTeHToBaHHOE
HauMeHOoBaHue; [03UPOBKA; HaWMeHOBaHue

IOPUAMYECKOro NLa, Ha UMA KOTOPOro BblgaHo
perucTpaunoHHoe yAO0CTOBEPEHWE, €ro CTpaHa;
HOMEpP  PerucTpauuoHHOrO  yAOCTOBEPEHUS;
norotun KOMMaHuu, ocyLLeCTBNSOLWEN
NPOABWXEHWE  NeKapCTBEHHOro  npenapara;
HauMeHoBaHue nNpeAnpPUATUA-NPON3BOAUTENS,
ero CcTpaHa, TrOpPOA; HaWMEHOBaHWE U
COAepXaHue AenCcTByIoLLEero BeLwecTsa B O4HON
TabneTtke, NOKPLITOW NIIEHOYHOW OBONOYKOW;
KonuyectTso TabneTtok B ynakoBke; YyCroBus

XpaHeHus; cnocob nNpUMEHEHUs; yCnoBus
oTnycka; npeaynpeauTensHble HaanucK
«MpumMeHaTe MO HasHayeHuo  Bpayay;

«CopepXUT NakTo3bl MOHOTMAPATY; «XpaHUTb B
HEAOCTYNHOM ans aetein mecTe»;
chapmakoTepaneBTUYECKasH rPynna; LUTPUX-KOA;
HOMEp Cepuu; aTa UCTEYEeHUsI CPoKa FroOAHOCTH.

Ha kapTOHHYI0 nayky HaHECEHbl TexXHU4Yeckue
(Npon3BOACTBEHHBIE)  KOAbI  (rpadhuueckue,
6ykBeHHble 1 LpoBbIE), hapMKoA,.

Ha kapmoHHOU nayke Ha aHafulickoM Si3biKe
yKa3aHo: TOproBoe HauMeHoBaHWe npenapara ¢

npeaynpeauTenbHon MapKUpPOBKOW ®;
MeXAYHapoAHOe HenaTeHToBaHHOE
HauMeHOoBaHue; A O3NPOBKa;

hapmakoTepaneBTUYeCKasn rpynna; KonuyecTso
TabneTok B ynakoBke.

IMpouseodcmeo, ¢hacoska u ynakoeka Ha OO0
«MAKN3-OQAPMA» LONONMHUTENBHO HAHECEHbI
cpeacTBa WAEHTUMMKAUUM ANA MOHUTOPUHra
LABWKEHWUSA NeKapCTBEHHbIX Npenapartos, B TOM
yucne  rmobanbHOro  MAEHTUDUKALMOHHOrO
HoMepa TOProBoW eAVHULbI "
MHAMBNAYaNbHOrO CEPUAHOrO HOMEpa TOProBoM
eAVHULBbI.
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CPOK 'OAHOCTH

3roaa

CooTBeTcTBYET

3aknoyeHue:

CootBeTcTBYeT Tpeb6oBaHuam JIM-006935-130421, nam. NQ} , U3M. Ne2

HayanbHuk OKK:

Bonkosa O.B.

Hata Bbinycka OKK: «27» anpens 2024 r.




