MACTIOPT Ne 487/25 KK:0061308
cTp. 1mM3 2
é OTAOEN KOHTPONA KAYECTBA
Nuuexsus Ne 11012-00102-77/00010585
MAKUIDAPMA HAUMMEHOBAHWE HOonokokc®
105025, 11 MPEMAPATA: TabreTku, NOKpbITbIE NeHOYHON 060onoykoi, 90 mr
, T. Mocksa T
ABTOMOGHALHLIA HOMEP CEPUW: D03070425
npoeas, A.6, OATA NMPOU3BOACTBA: | 16.04.2025
iy rOMEH A0: 30.04.2028
cTpoeHue 8. OBbEM CEPUU: 31 566 ynak. Ne10
Ten.: (495) 981-00-88 NPOU3BOAUTENb: 000 «MAKW3-OAPMA»
AHAIW3 MO: IN-006935-130421, nam. Ne1, uam. Ne2
XPAHEHME: Mpu TemnepaTtype He Bbiwe 25°C,
Ne HaumeHoBaHuWe Toe6 H P
nin - nokazaTens peGosanusa HO e3ynbTaThi aHanusa
1. | ONMUCAHUE BusyanbHbid. OBosikoBbINyKNbIE TabneTkn | [BoskoBbinyknbie Tabnetku  AOMOKOBMAHOWN
AGNOKOBUAHON  (POPMBI,  MOKPBITbIE  MNEHOMHOW | (POPMbI, MOKPLITbIE NAGHOUHON  0BONoUKoi
oBornoukoli 6enoro UBeTa, ¢ rpaBupoBKol «98» Ha | Gernoro useTa, ¢ rpaBuUpOBKOA «98» Ha OAHOW
OfHOIl CTOPOHE N «J» Ha APYron. CTOpPOHE U «J» Ha ApYroi.
Ha nonepeuyHom paspese BuAHbI ABa Cnos: AApo | Ha nonepeuyHom paspese BUAHBI ABA CrOA: AAPO
niout Genoro useTa n o6onoyka 6enoro useTa. noytu Senoro ueeta u obonodka 6enoro Uuserta.
2. | NOANIMHHOCTb B3)XX. Bpema yAepXwBaHUS OCHOBHOrO nuKka Ha | Bpems yAepXWBaHus OCHOBHOrO nuka Ha
XpoMaTorpamMme UCMbITYEMOFo pacTsopa [AO/DKHO | Xpomarorpamme UCNbITYEMOrO pacTBopa
COOTBETCTBOBATL BPEMEHN YAESPXWBAHWUSA OCHOBHOrO | COOTBETCTBYET BpEeMEHY YAEPKUBAHNA
nMKka Ha XpomaTtorpamMme CTaHAapTHOro paCTBopa OCHOBHOTO nuka Ha Xpomarorpamme
(pasaen «KonuuyecTBeHHOE OnpeaeneHne»). CTaHAapTHOro pacTeopa.
Y®-cnekTpocoTomeTpua. YOP-cnekrpbl nornou.(eva Y®-cnexTpbl nornowerna NCRbITYEMOro
WCABITYEMOro PacTBOpa M CTaHAAPTHOTO pacTEopa B | pacTBOpa W CTaHAAapTHOro pacTeopa B oBnacty
o6nactu ot 200 A0 400 HM AOMKHBEI UMETb Makcumym | o 200 go 400 HM  UMeEIOT  MakcUmym
nornoweHns npn 234 £ 2 Hm. MOrNOLEHNA NpY 234 + 2 HM.
3. | CPEOHAA MACCA re Po.
Ot 298,30 f0 316,76 Mr (307,53 mr + 3 %). 307,16 mr (-0,1%)
4. | PACTBOPEHUE o PO, Yd-cnekrpocdoTomeTpus. (100%)
- - He wmeHee 80 % (Q) oT s3asiBFiEHHOr0 KOnMuecTsa 102%
aTopukokcuba uepes 30 MUHYT. 101%
99%
100%
99%
99%
5. | POACTBEHHbIE BIXX.
NPUMECHK Mpumecs H-ETCRCO1 ~ He Gonee 0,2 %; He o6HapyxeHo
npumecs H-ETCRCO02 - He Gornee 0,2 %; He oGHapyxeHo
efuHNYHaa HeuaeHTuduuMpoBaHHasa NpUMecb — He 0,05%
Gonee 0,20 %;
cymma npumeceii — He 6onee 2,0 %. 0,13%
6. | BOOA ro Po, Metoa K. ®uwepa. o
He Gonee 6,0 %. 2,1%
7. | OAHOPOQHOCTbL ro PO, cnocob 2, BOXX.
DO3UPOBAHUA AV £ 15 % (n = 10), ecnn ycnosne He BLINOJSTHAETCHA,
T0 AV £ 15 % (n = 30), u ana 30/30 Tabnetok AV.o = 4.4%
KONMYECTBEHHOE coaepxanve aeicTeytoLlero 1= &aa
BeLlecTBa 4OMKHO HaXOAUTLCA B NHTepeane 0,75-M —
1,25-M.
8. | MMKPOBUOINOIMMYECKAA I'® PO, kateropus 3A.
YUCTOTA O6LLee yncno aapobHbIX MUKpoopraHusmos He Gonee Menee 10 KOEB 1T
10° KOE B 1 1 (Mn);
OBLLES YNCNO APOXOKEBbLIX U NecHeBbIX TPuGos — He Meree 10 KOEB 1T
Gonee 102 KOE B 1 1 (Mn);
OrtcyTereue Escherichia coli B 1 1 (mn). He o6HapyxeHo
9. | KOSIMYECTBEHHOE B3IXX.
ONPEQENEHUE Ot 85,50 mr 4o 94,50 mr (ot 95,0 go 105,0.% ot 91,92 mr
3asBNEHHOrO Konu4ecTsa) B TabneTke. (102,1%)
10. | YNAKOBKA Mpu npouseodcmee u/unu pacgacoske U yrnakoske Ha Mpoussodcmeo, pacchacoska U ynaxkoeka Ha
000 «MAKN3-OAPMA», Poccus 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 unn 14 TabreTok B KOHTYpHYK sueiikosyio | Mo 10 Tabnetok B KOHTYPHO#  suelikoBoi
ynakosky 3 nnedkn [IBX/MBOX u  conbru | ynakoBke U3 nneHkn NBX/NBOX w donbrn
arNiOMVHUEBOI NEuYaTHOW NaKUPOBAHHOW WrM B | AnNOMUHWEBOH NEYaTHO NaKupoBaHHoN.
KOHTYPHYIO ~ suEilkoBYIO — ynakoBky W3 cbonbru
xonoaHoro copmosaHus  (MBX-AniomuHnii-OlMA) -
¢honbrv anioMUHUEBOI NeYaTHO! NAKNPOBAHHOM. Mo 1 KOHTYpHOU AYEeiiKoBO#A ynakoske BMecTe C
Mo 1, 2, 3 UAK 4 KOHTYPHble AUENKOBbIE YNAKOBKWA | MUHCTPYKUMEA N0 MpuMeHeHWwio B mauqky
BMECTE C WHCTPYKUMEN MO NPUMEHEHUIO B Nauky | KapTOHHYIO.
KapTOHHYH0.
11. | MAPKUPOBKA MepeuyHan ynaxoska lMepsuy4Has ynakoeka
Ha koHmypHoli sivelikosoll ynakoeke (6nucmepe) Ha | Ha xoHmypHoli  siqelikosoil  ynaxoeke Ha
PYCCKOM A3bIKE yKasbleaom: TOProBOe | PYCCKOM A3bIKE yKasaHo: TOproBoe
HauMeHOBaHWe npenapata C NPeAyNpeauTeNnbHON | HaumMeHoBaHue npenapara c
MapKUpOBKOii ®; MEXAYHApOAHOE HemaTeHToBaHHOe npeaynpeanTensHo MapKUpOBKOiA ®;
HauMeHOBAHME, NEeKapCTBEHHYIO hopMmy; AO3UPOBKY; | MexqyHapoaHoe HenaTeHToBaHHoe




NEKapCTBEHHOTO npenapaTa; HOMEep cepuu; Aarty
npouseoacrea (npu cacoeke Ha OO0 «MAKWU3-
®APMA» aaTy NpPOM3BOACTBA HE HAHOCAT), Aary
WCTEUYEHUS CPOKa rof4HOCTU.

BmopuyHas ynakoeka

Ha kapmoHHOU nayqke Ha PYCCKOM 513blKe yKa3bleaom:
TOprosoe HaumeHoBaHue npenapara c
npeaynpeauTenbHon MapKUpoBKo ®;

MeX/AyHapoaHOe HeNaTeHTOBaHHOe HauMeHOBaHWe,
AO3NPOBKY, HauMeHOBaHWE Opuauyeckoro nuua, Ha

uMs KOTOPOro BbIAAHO perucTpaunoHHoe
YLOCTOBEPEHME, ero cTpaHy; HOMEP
perucTpaLuoHHOro YAOCTOBEpEHUS; noroTUn
KOMNaHUN, ocyLlecTBRsoLLed NPOABUKEHNE
neKapCcTBEHHOTo npenapara; HauMeHoBaHue

npeAnpusTUS-Npou3BoauTensa, ero agpec (npw
Npou3BoACTEE Ha 000 «MAKU3-GAPMA»
yXasbiBaloT  CTPaHy; rOPCA), HauMeHoBaHue U
copepaHne [AeicTBylolero BewecTsa B OAHOI
Tabnetke, MOKPbITOW  NneHouHol  0BOIOYKON;
KONMM{ecTBo TaGneTok B  YNakosKe,  YCNoBuA
XpaHeHusa; cnocol NpUMEHEHWRA; YCNOBUA OTRYCKa;
npeaynpeauTensHele  Haanucu  «lpuMeHsTL  no
HasHa4eHwuio Bpavay»,; «Copepxut  nakTosbl
MOHOrUAPAaT»; «XPaHWTb B HEAOCTYNHOM ANA LETEN
MecTe»; hapMakoTepaneBTUHECKyD rpynny, LUTPUX-
KOA, HOMEp cepuu; paTty npowssoacTea (npu
npouseoactee Ha OO0 «MAKU3-®APMA» paty
NPON3BOACTBA HE HAHOCAT), AATy WUCTEYEHWs cpoka
rOAHOCTN.

Ha «kapToHHylo nauky MoryT ObiTb HaHeceHbl

TeXHU4eckne (Npou3BOACTBEHHbIE) KOAbI
(rpacuueckue,  GykBeHHble  unu  LudpoBbie),
thapmkos.

Ha kapmoHHOU nauyke Ha aHanulckoM A3blke
yKasbigaiom: TOProBOE HauMeHoBaHWe npenaparta ¢
npeaynpeauTensHon MapKUpOBKOW ®;
MeXAyHapoAHOe HEenaTeHTOBaHHOe HauMeHoBaHue;
[,O3VPOBKY; chapmakoTepanesTUHECKylo  rpynny;
KonuuecTso TabreToK B ynakoBke.

Mpu npouseodcmes, ¢pacoeke u ynakoske Ha OO0
«MAKU3-QAPMA»  AONONHUTENLHO  flonyckaeTcsa
HaHeceHune cpeacTs naeHTuduKaLlum Lns
MOHUTOPUHIa ABWKEHNA NEKAPCTBEHHbIX NpenapaTos,
B TOM yucrne rnobanbHoro uaeHTUPUKaLuoHHoOro
HOMEpa TOProBOW EAMHULBI W WHAWBUAYANbHOMO
CepuiiHOTO HOMEpPa TOProBoil eanNHNLbI.

MACTIOPT Ne 48725 KE006/308
g cTp. 2 M3 2
OTAEN KOHTPONA KAYECTBA
TNuuexaus Ne 11012-00102-77/00010585
MAKUIDAPMA HAMMEHOBAHUE Jlonokokc®
100026, £ MPEMAPATA: TabneTKku, NOKPbITbie NIIeHOYHOK o6ono4koi, 90 mr
e tcagra HOMEP CEPWU.: DO3070425
npoesa, 4.6, OATA NMPOU3BOACTBA: | 16.04.2025
e FOAEH AO: 30.04.2028
cTpoeHme 8. OBBLEM CEPUMN: 31 566 ynak. Ne10
Ten.: (495) 881-00-88 NMPOWU3BOOWTEIb: 000 «MAKN3-DAPMA»
AHAIIU3 MNO: nn-006935-130421, uam. No1, uam. Ne2
XPAHEHUE: Mpu Temnepartype He Bblwe 25°C.
HanMmeHoBaHne opnandeckoro  nuua, Ha nma HanmeHoBaHue, fiekapcTBeHHan cbopma;
KOTOPOro BbIAAHO perucrpaluoHHoe yaocroBepeHue, AO3NPOBKA, HaumeHoBaHue oprANYECcKoro
NnoroTun KomnaxHuu, OCyLLleCTBnﬂIOLueVI npoaBuXeHve nuua, Ha nMA KOTOpPOro BbldaHO

PerncTpaumMoHHoe  YAOCTOBEPEHue;  NoroTun
KOMMNaHuK, OCyWecTBnsAoLeli npoABUXeHNe
NEKapCTBEHHOro npenapara;, HOMep Cepuu;
jaTa ucTedeHus cpoka rofiHoCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pPycCKOM s3bike
yKasaHo: TOprosoe HauMeHoBaHue npenapara c

npeaynpeanTenLHoN MapKUpOBKOA ®,
MeXAyHapoAHoe HenaTeHToBaHHoe
HaVMeHoBaHWe; AO3UPOBKA; HaUMEHoBaHWe

I0PMAUYECKOro NMLa, Ha UMS KOTOPOro BblAaHO
perucTpaumMoHHOe YAOCTOBEPEHUE, ero CTpaHa;
HOMEp  PerncTpauloOHHOro  YA4O0CTOBEPEHUSN,
noroTun KoMnaHum, ocyLecTsnsIOLWeEN
NPOABWXEHVEe NEeKapCTBEHHOro  npenapaTta;
HavMeHOBaHWe NPeAnpPUATUS-NPOUSBOANTENS,
ero CTpaHa, [opoj; HauMeHoBaHue U
COofepxaHmue 4eliCTBYIOLIErO BELLECTBA B O4HOM
TabneTtke, MOKPLITON MNIEHOYHOW 0GONOUKOW,
konudecTeo TabneTok B YyNaKoBKe; YCnoBus

XpaHenns; cnocob NPUMEHEHUs;  ycnoBus
oTnyckKa; npeaynpeauTentHbe Haanucu
«MpuUMeHATb MO HAa3HaueHMIo  Bpavax,

«CoABPXNT NAKTO3b! MOHOTMAPATY; «XPaHuTb B
HELOCTYNHOM ans aeteit MecTey;
chapmakoTepaneBTUYecKkas rpynna; LWTPUX-KOA,
HOMEp Cepuu; AaTa UCTEUEHUA CPOKA FOAHOCTHU.

Ha XapTOHHYIO Nayky HaHeceHbl TexHu4eckue
(NnponsBoACTBEHHBIE)  KOAbl  (rpadpuyeckue,
GyKBEHHbIE U LudpoBble), PapMKoa.

Ha kapmorHOU nauyxke Ha aHanuiicKoM si3bike
yKasaHo: TOproeoe HasmMeHoBaHue npenapara c

npeaynpeAuTenbHoi MapKNPOBKOI ®;
MexayHapogHoe HenaTeHTOBaHHOe
HaUMEHOBaHVE; J03UPOBKa;

thapmakoTepaneBsTM4eckas rpynna; KormiecTeo
TaGneTok B ynakoBKke.

Mpoussodcmeo, pacoeka u ynakoska Ha OO0
«MAKN3-OAPMA» BONONHUTENbHO HaHecCeHb!
cpeacTBa WAGHTUMKALMKM ANA MOHWTOPUHTa
ABWKEHUA NEKApPCTBEHHbIX Mpenaparos, B TOM
yucne  rnoBanbHOro  MAEHTUPUKaLNOHHOIO
HoMmepa TOproeoi eAVHNLbI "
MHAMBUAYANLHOMO CEPUIAHOrO HOMEpa TOProsoit
eANHNLB!.

12. | CPOK FOGHOCTH

3roaa

CooTtBeTcTBYET

3aknoyeHue:

2130421, uam. Nei, nam. Ne2

HauyanbHuk OKK:

Hata Bbinycka OKK: «26» maa 2025 .

Bonkosa O.b.




