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1. | ONUCAHUE

BusyanbHuiit. Kpyrnble ABosikoBbinyknbie Tabnetkum ¢
chbackoit,” NOKPLITbIE NNEHOMHOW OBGONOUKOW PO30BOro
usera.

Kpyrnele gBoskoBbinyknble TabneTtku ¢ ac-
KOW, NOKPbIThIe NNEHOYHOW oBonoukon po-
30BOro LBETA.

2. | IOANMUHHOCTDb

Y®-cnektpocdoTomeTpus. YOP-cnekTpb! NOrAOLWEHUA
MCNBITYEMOro U CTaHAapTHOro pacTsopoB B oGnacTtu ot
250 po 300 HM A0MKHBI UMETH MaKCUMYMbI NPY OAHUX U
TeX e ANNHAX BOMH.

BIOXX. Bpems yaepxuBaHUS OCHOBHOTO NuKa Ha Xpo-
MaTorpamMmMe MChbITYEMOrO pacTBopa AOMKHO COOTBET-
CTBOBaTb BPEMEHN YAEPXKWBAHMA NMUKa knonugorpena
Ha XxpomaTtorpamme CTaHAapTHOro pacteopa (pasaen
«KonuuyecTeseHHOE onpeaeneHne).

Y®-cnektpodoTomeTpus. Y®-cnekTpbl no-
TMIOWEHUA WUCMBITYEMOrO W CTaH/apTHOrO
pacteopoe B obnactn ot 250 pgo 300 Hm
MMEeIOT MaKCMMYMbl NPU OAHUX U TEX Xe
ANVHAaX BONH.

B3XX Bpems yaepXuBaHUR OCHOBHOrO Nu-
Ka Ha Xxpomarorpamme UCNbLITYEMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAEPKuUBa-
HUA NUKa KNONUAOrpesia Ha xpomartorpaMme
cTaHaapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE ONpeAeneHney).

3. | CPEAHAA MACCA

e PO, 09C.1.4.2.0009.15.
OT 248,56 a0 263,94 mr (256,25 mr + 3,0 %).

260,15 mr (+1,5%)

4. | PACTBOPEHMUE re PO, 09C.1.4.2.0014.15, (104%)
Y®-cnexkTpocdoToMeTpus. 103%
He menee 80 % (Q) oT 3aABNEHHOrO KoNUYecTBa knonu- 105%
aorpena yepes 30 MUHyT. 103%
104%
105%
103%
5. | POOCTBEHHbLIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,09%
npumecs C — He 6onee 1,5 %; 0,12%
SAVHNYHAA HenaeHTUMULMPOBaHHas npumech — He 6o- 0,01%
nee 0,2 %;
cymma npumeceli — He 6onee 2,5 %. 0,23%
6. | BOOA re P, 09C.1.2.3.0002.15, metoa K. duwepa.
He 6onee 7,0 %. 0,7%

7. | MUKPOBUONOIrMYECKAA
HYUCTOTA

T'® PO, OPC.1.2.4.0002.18, kaTteropus 3A.

O6Lee yncno aspobHBIX MUKPOOPraHU3MOB - He Gonee
10° KOE B 1 r (mn);

ObLwee uncno JpoXCKEBBIX ¥ NAECHEBLIX rPubos: He
Gonee 102 KOE B 1 1 (Mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: oTcyTtcTBue B 1 1 (mn). He oBHapyeHo
8. | OOHOPOOHOCTbL re Po, 09C.1.4.2.0008.18, cnocob 1.
LO3UPOBAHUA AV 15,0 % (n = 10), ecnu ycnosue He BbIMONHAETCA, ,
TO AV £ 15,0 % (n = 30), u ans 30/30 TabneTok Konuue- AVi6=3,1%
CTBEHHOE COAEpXaHue Knonuaorpena AOMKHO Haxo-
autbea B uHtepsane 0,75-M — 1,25-M.
9. | KONUYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonnaorpena (ot 95,0 % 75,82 mr
ONPEOENEHUE Ao 105,0 % ot 3aABneHHOro Konu4ecTsa) B opHoM Tab- (101,1%)

neTke.

10. | YNAKOBKA

MMpu npoussodcmee, ¢hacoeke u/unu ynaxkoske Ha OO0
«MAKU3-OAPMA»:

Mo 10 TabneTok B KOHTYPHYID AYENKOBYIO YMaKOBKY
(bnuctep) M3 NNEHKU NONUBUHMNAXNOPUAHOW K honbrn
aAnIOMUHWEBOW UNU B KOHTYPHYIO AYENKOBYIO YNaKOBKY
(6nnctep) s nnexkn NBX/MBOX n donbru aniomMmHue-
BOW.

Mo 3 unu 6 KOHTYPHbLIX RYEWKOBbLIX YNakoBoK (bnucte-
poB) unu no 1 6aHke BMECTE C UHCTPYKUUEN NO npume-
HEHWIO B NaYKY KAPTOKHYIO.

lpoussodcmeo, chacoska U ynaKoeka Ha.
Q00 «MAKU3-QAPMA»:

Fflo 10 TabneTok B KOHTYPHYIO AYeMKoBylo
ynakosky (bnucrep) us nnedku NBX/NBAX v
chonbris anNoMUHUEBOIA.

Mo 3 KOHTYPHLIX IYEKOBbIX ynakoBok (6nu-
CTEpOB) BMECTEe C MHCTPYKUMENA RO npume-
HEHMIO B NAaYKy KAPTOHHYIO.

11. | MAPKUPOBKA

lMepeuy4Has ynakoexa
Ha xoHnmypHoii siyelikoeol ynaxoeke (6nucmepe) Ha
PYCCKOM 5i3blKe YKa3bleaiom: TOProBoe HauMEHOBaHWe

NMepeuyHas ynakoeska
Ha koHmypHoil s4elikoeoll ynakoske
(6bnucmepe) Ha pYycCKOM $i3bike YKa3aHo:

npenapata ¢ npeaynpeAuTenbHON MapkupoBkoi ®, | TOprosoe HauMeHoeaHwe npenapata ¢
MEXAYHapOAHOE HENaTeHTOBAaHHOE HaMMEHOBAHUE W | NPeaynpeAwuTensHOW  Mapkuposkon  ®,
AO3MPOBKY (Ha pPYCCKOM M aHFAMIACKOM A3bIKaX), | MeXayHapogHoe HenaTeHToBaHHOe
nekapcTBEHHYIO OPMY, HaMMEHOBAHWE  TOBAPHbLIA | HaUMEHOBaHWE U A03MPOBKA (Ha PYCCKOM W
3HaK _ (naTwHuueil) AepKaTens  PerucTPauMOHHOrO | aHTMWIACKOM  s3blkax),  NeKapcTBeHHas
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YAOCTOBEPEHNA, HOMEpP cepun, JaTy MPOU3BOACTBA
(npn * cbacoske Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT), AATy WCTEYEHUA cpoka
rOAHOCTN. '
BmopuyHasa ynakoeka

Ha kapmorHoil nayke Ha PYCCKOM 5i3biKe yKa3bleaom:
TOproeoe HaMmeHoBaHWe npenaparta c
npeaynpeauTenbHO MapKUpOBKOW ®, MEXZYHapOLHOe
HenaTeHTOBaAHHOE HaumMeHoBaHwWe, AO3NPOBKY,
thapmakoTepanesTUYecKylo rpynny, fekapcrBeHHyIo
dopMy 1n KonuyecTso - TabneTok B ynakoeke,
HauMEHOBaHWe U  COAEpXaHwe  AeWCTBYIOLUErO
BellecTBa B OJHOA TabneTke, YCNOBUA XpaHEHMs,
npegynpeautencHole Hagnucn «CopepXuT nakrosbl
MOHOMMAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTel
MecTe», «Mepep npUMeHeHnem npenapara
O3HaKOMbTECH c npunaraemon VHCTPYKLUUER»,
«MpuHUMATL NO HAa3HaYeHUIo Bpayay, YCNOBUSA OTNYCKa,
cnoco6 NPUMEHEHUA,  HafNUCb «®» -
3aperncTpupoBaHHbili  TOBApHLIA . 3Hak»,  HOMeEp
cBUAeTENbCTBA O perncTpauvmu TOBAPHOrO 3HaKa,
HoMep perncTpaLuoHHoro YAOCTOBEPEHUA,
HauMeHoBaHne Aepxartens perncTpaumoHHoro
YAOCTOBEPEHUs, €ro CTpaHy MW TOBapHbliA 3HaK
(naTuHUUEl), HauMeHOBaHWEe W CTpaHy UpMbI-
nponssoauTens (npu nponssoactse Ha OO0 «MAKNS3-
®APMA» ykasbiBalOT CTpaHy, [OpPOA), ~LUTPUX-KOA,
HOMEp cepuwn, AaTy NPOU3BOACTBA (NpKU NPON3BOACTBE
Ha 000 «MAKU3-®PAPMA» paty npOM3BOACTBA HE
HaAHOCAT), AATY UCTEYEHUsi CpoKa FrOAHOCTM, LUTPUX-KOA
B thopmare DataMatrix, rno6anbHbiii
UASHTUPUKALMOHHBIA HOMEpP TOProBOW EAUHULBI U
MHAWBUAYaNbEHBIA CepUiiHbIA HOMEP TOProBON EANHMLIB!.

[JononHumensHO Ha emopu4HOlU ynakoexke (Ha nauyxe
KapmoHHol) Ha aHenulickoM s3bike yKasbleaiom:
TOProBoe HauMeHoBaHWE NEeKapCTBEHHOro npenapara,
MEX/YHapOAHO® HEMaTEeHTOBAaHHOE HauMEHOBaHue,
AO3MPOBKY, NEKAPCTBEHHYI0 hopMy U KOnMdecTso
TabneTok B ynakoske, Hagnuck «Antiaggregant».

thopma, HaVMEHOBaHME  TOBAapPHbIA 3HaK
(naTuHuLiein) aepxaTens perncTpaymoHHoro
yAOCTOBEPEHUA, HOMEp cepun, Aara
WUCTEYEHUA CPOKa rOAHOCTH. ‘
Bmopuy4Has ynakoska

Ha kapmoHHOU nayke Ha PYyCCKOM SI3bike
yKas3aHo: TOproeoe HauMeHoBaHwe
nApenaparta c npeAynpeanTenbHO
MapKupoBKO ®, MeXAyHapoaHoe
HenaTeHToBaHHoe HaumMeHoBaHwe,
AO3UPOBKA, thapmMakoTepanesTUyeckan
rpynna, nekapcTeeHHas  dopma n
Konu4ecTso  Tabnetok B - ynakoBke,
HauMeHoBaHue n _cofiepxanmne
AENCTBYIOLLErO  BEwWwecTsa B OfHOW
Tabnetke, ycnosus XpaHeHus,
npeaynpeautencHble Hagnucn «Coaepxut
NakTo3bl  MOHOTMAPaT», «XpaHuTb B
HEAOCTYNHOM Ans AeTeit mectey», «[lepes
NpUMEHeHUeM npenapara O3HaKOMbTECh C
npunaraemon WHCTpykuuel», «MpuHumars
No Ha3Ha4YeHWo Bpaya», YCNOBUA OTMycCKa,
cnoco® npuMEHeHusi, Hagnucb «®» -
3aperncTpupoBaHHbili  TOBAPHLIA  3HAKY,
HOMEP CBUAETENbCTBA O perucTpauuu
TOBaPHOrO 3HaKa, HOMEP PEruCTPaLOHHOro
YAOCTOBEPEHUSA, HAUMEHOBaHUE AepxaTens
PerucTpaumoHHOro  YAOCTOBEPEHUA, €ro
cTpasa W TOBAPHLIA 3HAK (NaTUHWULEN),
HauMeHoBaHue, CTpaHa u ropos (UpMbI-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEP Cepun,
AaTa MCTEYeHMA cpoka FOAHOCTM, LUTPWUX-
kop B ¢hopmare DataMatrix, rmobankHbIn
WAEHTUMDVKALIMOHHLIA  HOMEDP  TOProBoOW
EAVHULBI 1 UHAMBMAYaANbHBLIA CEePUAHBIA
HOMEP TOProBOW eANHNLbI.
HononnumenesHo Ha emopuyHoU ynakoske
(Ha nayke KapmowdHOU) Ha aHenulcKkoMm
A3bIKe yKa3aHO: TOProBoe HauMeHoBaHue
JeKapCTBEHHOro npenapara,
MEXAYHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHWe, A03UPOBKa, teKapCTBEHHAsn
dopmMa 1 konuyecTso TabneTok B ynakoske,
Haanucb «Antiaggregant».

12. | CPOK rOAHOCTH

2roga

CoorBetcreyeT

JaknoueHume:
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