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NMACTOPT Ne 265/25 -
cTp. 113 2
"ﬁ OTAEN KOHTPOMNA KAYECTBA
Jinuenausa Ne 11012-00102-77/00010585
MAKU3DAPMA : :
HQQ#EEETBAA:H"E Mnarpun® TabneTku, NOKPbITbIE NNEHOYHON O6ONOYKOH, 75 Mr

109029, r. Mockea HOMEP CEPUI: PL1010225

ABTOMODMNLHEIN Npoe3a,

AOM B, DATA NPOU3BOACTBA: 12.02.2025
Loy F'OAEH [O: 31.01.2027
cTpoeHue 6, -
CTpoeHMe 8 OBBEM CEPUN: 9 527 ynak. Ne30
Ten.: (495) 081-00-88 nP0M3BOHMTEnb' 000 «MAKM3'¢APMA»
AHANN3 NO: IN-006376-290720, nam. Ne1, 2, 3
XPAHEHMUE: lpu Temnepartype He Bbiue 25 °C.
n’}‘i H?_I';?(:::;aj_:;"e TpeboBanna HL PesynbTathl aHanusa
1. | ONMUCAHUE BusyanbHbiin. Kpyrnble aBoskoBbinykible Tabnetkn ¢ | Kpyrnbie 4BosiKoBbINyKnbie TabreTkn ¢ dac-
chackol, NOKPbITHIE NNEHO4HOR 0BONOUKO/ PO3OBOro | KOW, NOKPbITHIE MNEHOYHOW 0GONOuKOW po-
useTa. 30BOrO LBETA.
2. | NOQAUHHOCTL Y®-cnektpochoToMeTpusi. Yd-cnektpol nornoweHus | YP-cnekrpocdoTomeTpus. YD-cnekTpot no-
UCTLITYEMOTO M CTaHAaPTHOrO PacTBOPOB B OGNAcTU OT | IMOWEHUs WCNLITYEeMOrO M CTaHAapTHOro
250 A0 300 HM AOMKHB UMETH MaKCUMyMb! NPY OAHUX U | pacTBopoB B obnactu ot 250 ago 300 Hm
Tex e AnuHax BOMH. MMEIOT MaKCUMYyMbl NPU OBHKX U TEX XKe
ANUHAX BOSH.
B3XX. Bpems yaepxvuBaHuA OCHOBHOTO Nnka Ha xpo- | BIXKX Bpems yaepxusaHuss OCHOBHOTO NK-
MaTorpamMmmMe WCMbITYEMOro pacTBopa AOMKHO COOTBET- | kKa Ha XpomaTorpamme MWCNbITYEMOro pac-
CTBOBaTb BPEMEHN YAEPXKUBAHUS NUKa KrOonuaorpena | TBopa COOTBETCTBYET BPEMEHU YAEPXKUBa-
Ha XxpomaTtorpamme CTaHAapPTHOrO pacTeopa (pasgen | HuA NUka KNOMWAOrpPena Ha Xxpomarorpamme
«KonuuecteeHHOE onpeaeneHue»). cTaHpapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE OfNpeAENEeHNeR).
3. | CPEOHAA MACCA re Po, 09C.1.4.2.0009.15.
OT 248,56 no 263,94 mr (256,25 mr + 3,0 %). 258,90 mr (+1,0%)
4. | PACTBOPEHUE T P, 09C.1.4.2.0014.15, (102%)
Y®-cnektpodoToMeTpus. 101%
He meree 80 % (Q) oT 3aABREHHOrO KOMYECTBA Konu- 103%
porpena yepes 30 MuH. 101%
103%
102%
102%
5. | POACTBEHHLIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,15%
npumecs C — He 6onee 1,5 %; 0,16%
€ANHNYHAA HeWAEHTUMDULUPOBAHHAA NpUMECh — He 6o- 0,01%
nee 0,2 %, )
cymma npumeceli — He 6onee 2,5 %. 0,34%
6. | BOOA e Po, 09C.1.2.3.0002.15, metoa K. Puwepa.
He 6onee 7,0 %. 0,7%
7. | MUKPOBUOJNIOTMYECKAA | M P®, ODC.1.2.4.0002.18, kateropua 3A.
YUCTOTA ObLee yncno aspobHbIX MUKPOOPraHU3MOB - He Gonee Me+Hee 20 KOEB 1T
10° KOE B 1 1 (mn);
OGLwee 4uCnO APO)NCKEBBIX ¥ NNECHEBbIX rPUOOB: He Menee 10 KOEB 1T
6onee 10° KOE B 1 r (mn);
Escherichia coli; oTcyTcTBue B 1 1 (Mn). He o6GHapy»eHo
8. | OOHOPOOHOCTb re Po, 090C.1.4.2.0008.18, cnocot 1.
[JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINONHSAETCS,
T0 AV = 15,0 % (n = 30), u gna 30/30 TabneTok konnue- AVio=4,0%
CTBEHHOE COAEepXaHue KIonuAorpena AOMKHO Haxo-
AWTbCA B uHTepeane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. O1 71,25 po 78,75 wmr knonugorpena (ot 95,0 % 75,07 mr
OMPELENEHUE 40 105,0 % oT 3asBNEHHOrO KONMYECTBa) B OAHON Tab- (100,1%)
netke.
10. | YDAKOBKA lpu npoussodcmee, ¢pacoske u/unu ynakoeke Ha Q0O | lMpoussodcmeo, ¢hacogka U yrnaKkoeka Ha
«MAKN3-QAPMA»: : ‘ 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYpHYIO sYelikoBylo ynakosky | Mo 10 TaBneTok B KOHTYPHYK) SUEAKOBYIO
(6nucTep) U3 nNeHkM NONUBMHUNXNOPWAHOK U chonbru | ynakoBky (6nuctep) na nneHku MBX/MBOX un
anioMMHUEBON MNKU B KOHTYPHYIO SIMENKOBYHO YNakoBKY | ¢poNbrv antoMUHUEBON.
(6nnctep) ns nnexku NBX/MBOX v donbru anomuHne-
BOW. -
Mo 3 nnn 6 KOHTYPHLIX AueiikoBbIX ynakosok (Bnucte- | Mo 3 KOHTYPHbIX AYEHKOBLIX ynakoBok (6nu-
poB) unn no 1 6aHKe BMECTe ¢ UHCTPYKUMEA No NpumMe- | CTEPOB) BMECTE C WHCTPYKUMER no npume-
HEHUIO B NaYKy KAPTOHHYIO. HEHUIO B NAYKY KAPTOHHY!O.
11. | MAPKUPOBKA lepsuynas ynakoexa ) MepsuyHasn ynaxkoexa
Ha koumypHol syelikosoli ynakoexe (6nucmepe) Ha | Ha  koumypHoll  suelikosold  yrnakoeke
PYCCKOM si3blKe yKas3bleaiom: TOProBoe HaumeHoBaHue | (brucmepe) Ha PYCCKOM S3biKe YKa3aHo:
npenapata € fpeAynpeAnTenbHOW MapkupoBkoii ®, | TOproeoe HaMMeHOBaHWE npenapara ¢
MeX(AyHapoaHOe HEeNnaTeHTOBaHHOE HAUMEHOBAHWE W | NPEAYNPeAUTENbHOW  Mapkuposkol  ®,
AO3MPOBKY (Ha pYCCKOM W aHrNUACKOM A3blkax), | MexayHapoaHoe HenaTeHToBaHHOe
NeKapcTBEHHYIO (DOPMY, HaUMEHOBaHWE  TOBAPHBIN | HAaMMEHOBAHWE M JO3WPOBKA (Ha PYCCKOM M
3HaK  (natuHuuein) pepxatens  pPerucTpauuoHHOrO | aHrnuitckom A3bIKax), neKapcTBEHHas
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FOAHOCTWN.

TOproeoe

topmy u

MecTe»,

cnocob

Homep

GAPMA»

LO3NPOBKY,

HaNMEHOBaHME - U
npoussoguTens (npu npoussogcrtee Ha OO0 «MAKU3-
YKa3bLIBAKT CTPaHy,
HOMEp cepuu, AaTy NpouU3BOACTBA (MpWU MPOM3BOACTBE
Ha 000 «MAKN3-OAPMA» paaty npousBOACTBa He
HAHOCAT), AaTYy UCTEYEHUA CPOKa FOAHOCTH, LLTPUX-KOA
B thopmare
WAEHTUPMKALIMOHHBIA HOMEDP TOProBOW €AUHWLBI W
MHAMBNAYANbHbIA CEPUIHBIA HOMEP TOProBOW EANHNLE.

YAOCTOBEPEHNA, HOMEp . cepun, paTy mNpOU3BOACTBA
(npu dhacoske Ha OO0
npou3BOACTBA HE HAHOCAT), fAaTy WCTeYeHus cpoka

«MAKN3-PAPMA» party

BmopuyHasi ynakoeka

Ha kapmoHrHoOil nayke Ha PYCCKOM S13blKe YKa3bleaom:
HaumeHoBaHue
npeaynpeauTenbHO MapkupoBkoi ®, MexayHapoaHoe
HenaTeHToBaHHOE
thapmakoTepaneBTUYECKYIO
KONMMYECTBO
HavmeHoBaHue
BeWecTBa B OAHOW TabneTke, .yCroBWA XpaHeHWs,
npeaynpesuTenbHbie Haanucu
MOHOrMApaT», «XpaHUTe B HEAOCTYNHOM Ans AeTei
«Mepep
03HAKOMbTECH
«[puHUMaTE NO Ha3HaYeHWIo Bpayay», YCMoBUA OTNyckKa,
npuMeHeHus,
3apErncTpUpOBaHHbLIN
CBUAETENbCTBA O perucTpauMu TOBApHOrO  3HaKa,
permcTpaunoHHoro
HauMeHoBaHue

yAOCTOBEPEHUS,
(naTnHnuen), .

npenapara c

HaumeHoBaHue, [D,03NPOBKY,
rpynny, nekapcTBEHHYIO
Tabnetok B ynakoBke,
N cojepXaHue  AEeWCTBYIOLIEro
«Coaepxut nakTo3bl

NpUMeHeHnem
¢ npunaraemomn

npenapara
VHCTPYKLMER»,

' Haanucb «®» -
TOBapHbIi  3HaK»,  HOMep

YAOCTOBEpPEHNS,
perncTpauuoHHoro
TOBapHbLIA  3HaK
cTpaHy  upmbl-

aepxarens
ero crpaHy #

ropoa), LITpUX-Kog,

DataMatrix, rnobanbHbilt

HononHumensHo Ha emopuy4HOll ynakoeke (Ha navqke
KapmoHHOU) Ha aHenulcKkoM S3blKe yKa3biealom:
TOProBoE HaMMeHoBaHue NEeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE
neKkapcTBEHHYI0 opMy U KONMYECTBO
TabneTok B ynakoeke, Haanuck «Antiaggregant».

HEeNaTeHTOBaHHOE HauMeHoBaHue,

cdopma, HauMEHOBaHME TOBapPHLIV 3HaK
(naTnuHuuel) AepxaTens perncTpaLmnoHHoro

YAOCTOBEPEHUS, HOMEp cepun, paTta
NUCTEeYeHNs CpoKa roAHOCTH.

Bmopu4Has ynaxkoexa

Ha kapmownHol nayke Ha pYcCKOM si3bike
YKasaHo: TOproeoe HauMeHoBaHue
npenapara c npeaynpeanTensHON
MapKUpOBKOW ®, MeXayHapoaHoe
HenaTeHTOBaHHoe HaumeHoBaHue,
AO3MPOBKa, - thapmakoTepanesTudeckas
rpynna, NeKkapcTBeHHas ¢opma "
KonuyectBo  Tabnetok B ynakoBke,
HaMMEHOBaHMue n copepxaHue
AEWCTBYIOWEro  BellecTBa B OBHOW
TabneTke, ycnosus: XpaHeHus,

npegynpeauTenshbie Hagnucn «Coaepxut
naKkTose!  MOHOrMapar», «XpaHute B
HEAOCTYNHOM Ans Aeten mectex», «[Mepea
npuMeEHeHWeM npenapaTta O3HaKOMbTECb C
npunaraemoin MWHCTpykumeir», «MNpuHumars
Nno Ha3HAYEHMID Bpaqa», yCnoBusA OTRyCKa,
cnocoG npumeHeHus, Haanuce «®» -
3aperucTpMpoOBaHHbI  TOBAPHBLIA  3HAK»,
HOMEDP CBUAETENLBCTBA O perucTpauun
TOBAPHOro 3HaKa, HOMEP PErucTPaLNOHHOIO
YAOCTOBEPEHUSA, HAUMEHOBaHWE JepXaTens
PEerucTpaLMoHHOrO  YAOCTOBEPeHWs, ero
cTpaHa W TOBApHbLIA 3HAK (NaTUHULER),
HaMMeHoBaHWe, cTpaHa W ropos uUpMbl-
NIPOU3BOAUTENS, LUTPUX-KOZ, HOMEP cepun,
LaTa WCTEYEHMA CpoKa FOAHOCTM, LITPUX-
koa B dopmate DataMatrix, rmobanbHbiii
UAEHTUPUKALUNOHHBIE  HOMEpP  TOProBoOiA
€AVHVLB U WHAMBUAYaNbHBLIA CepUiiHbIA
HOMEp TOProBoOV eANHNLBL.

HoronHumensHO Ha emopuyHOll ynakoeke
(Ha nayke KapmoHHOU) Ha aHenulickom
S3bIK€ yKasaHO. TOPTOBOE HaWMEHOBaHMe
NEeKapCTBEHHOTO npenapara,
MEXAYHapOAHOe HernaTeHToBaHHoe
HauMeHOoBaHWe, AO3UPOBKa, feKapcTBeHHasn
chopma 1 KonuyecTso TabneTok B ynakoeke,
Hapnuch «Antiaggreganty.
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