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1. | ONUCAHUE BuayanbHbifi. Kpyrnble asoskoBbinyknble Tabnetkn ¢ | Kpyrnble ABOSKOBbINYKNbIE TabneTku ¢ ¢gac-
¢hackoi, MOKPLITbIE MNEHOMHONW OBGOMOYKON PO3CBOrO | KOM, MOKPLITHIE MNJIEHOYHOW OBGONMOMKON po-
useTa. 30BOro LUBeTA.
2. | NOANUHHOCTbL Y®-cnektpocoTomeTpusi. Yd-criektpbl nornoweHus | Yd-cnekrpocoToMeTpun. Yd-cnekTpbl no-
UCTIbITYEMOrO U CTAHAAPTHOrO PacTBOPOB B OBNACTM OT | MMOWEHUA WUCMBITYEMOTO M CTaHAAapTHOro
250 n0 300 HM AOMKHBI MMETH MaKCUMYMbl NPU OAHMX U | pacTBopoB B obnactn oT 250 Ao 300 Hm
Tex xe ANUHaX BOMH. NMEelT MaKCUMyMbl NpU OAHUX U TEX Xe
ANUHaX BOJH.
BIXX. Bpemst yaepxuBaHus OCHOBHOrO nuka Ha xpo- | BIXKX Bpems yaepxmBaHust OCHOBHOrO nu-
MaTorpammMe WUCMLITYEMOrO pacTBopa AOMKHO COOTBET- | K& Ha XpomaTorpaMme MCMbITYeMoro pac-
CTBOBaTb BPEMEHU YAEPXUBAHMA NMKa KNONMAOIPEena | TBOpa COOTBETCTBYET BPEMEHU YAEpXuBa-
Ha xpomaTorpamme CTaHJapTHOro pacTBopa (pasAen | HWA NuKa KNonMAorpena Ha Xpomarorpamme
«KonuuectBeHHOE onpeaeneHue). CTaHjapTHoro pacteopa (pasaen «Konuue-
CTBEHHOE ONpPEeAeneHney).
3. | CPEOHAA MACCA re PO, 090C.1.4.2.0009.15.
OT 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 263,08 wmr (+2,7%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (99%)
Y®-cnekTpotoTomeTpuUs. 100%
He meHee 80 % (Q) oT 3a9BNEeHHOrO KONMYECTBA KNonu- 99%
porpena JYepes 30 MUHYT. 98%
98%
99%
100%
5. | POOACTBEHHbIE BOXX.
NPUMECU Mpumeck A — He Gonee 1,2 %, 0,07%
npumeckb C — He Gonee 1,5 %; 0,04%
€AVHUYHAs HengeHTuuuMpoBaHHas npumeck — He 60- 0,01%
nee 0,2 %;
cymMma npumecei — He Gonee 2,5 %. 0,13%
6. | BOOA re Pe, 0dC.1.2.3.0002.15, metop K. ®duwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUONTOTUYECKAA | I'd P®, 09C.1.2.4.0002.18, kateropus 3A.

YUACTOTA ObLee yncno aspobHbIX MUKPOOPraHu3mMoB - He Gonee
10° KOE B 1 1 (Mn);

Ofwee uncno ApoMokeBLIX W nnecHeBbiX rpubos: He
Gonee 10% KOE B 1 r (mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: otcytcteue B 1 1 (mn). He obHapymeHo

8. | OAHOPOOHOCTb o PO, 090C.1.4.2.0008.18, cnocob 1.

JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycrioBue He BLINONHAETCA,
To AV £ 15,0 % (n = 30), u ana 30/30 TabrneTok Konuue- AVi0=7,3%
CTBEHHOE CcoAepXaHue KRONWAOrpena AOMMKHO Haxo-
AuTbcs B UHTepeane 0,75-M - 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 75,60 mr
ONPEOENEHUE 40 105,0 % oT 3aABEHHOrO KONUYECTBa) B OAHON Tab- (100,8%)
neTke.

10. | YIAKOBKA Mo 10 TabneTok B KOHTYpHY!O A4eiikoByio ynakoeky | Mo 10 TabneTok B KOHTYPHYIO AYEAKOBYIO
(6nuctep) U3 NNEHKU RONUBMHUIIXNOPUAKOA U conbrn | ynakosky (6nuctep) us nnexku NMBX/MBOX n
anioMUHNEBOA MNU B KOHTYPHYIO AYENKOBYIO YNakoBKy | (honbri anioMuHNEBOA.
(6nuctep) u3 nnexku NBX/MBOX n donbrn anomuHne-
BOA.
Mo 3 unn 6 KOHTYPHBIX AYENKOBBIX YNaKOBOK (Gnucte- | M0 3 KOHTYPHLIX AYENKOBLIX YNakoBOK (6nu-
pos) unu no 1 6aHke BMeCTe C MHCTPYKUMEN NO NPpUME- | CTEPOB) BMECTE C MHCTPYKUME No npume-
HEHUIO B NaYKy KapTOHHYIO. HEHWIO B NAYKy KAPTOHHYIO..

141. | MAPKUPOBKA llepsuyHas ynakoeka lepsuyHas ynakogka

Ha koHnmypHol sielikoeoll ynakoeke (6nucmepe) Ha
PYCCKOM £i3biKe yKa3blearom: TOProBoe HaumeHoBaHue
npenapata ¢ npeaynpeauTencHoi Mapkuposkoi ®,
MEXAYHAPOAHOE HENaTEeHTOBAaHHOE HauMeHoBaHMe W
AO3NPOBKY (HA PYCCKOM W aHrAMACKOM  A3bIKax),
neKkapcTBeHHyl0 (popMy, HauMEHOBaHME  TOBApPHBbIA
3HaKk (naTMHUUER) AepXKaTensa  perucrpauuoHHoro
YAOCTOBEPEHNA, HOMEp Cepun, AaTy WCTEYEHUs cpoka

rOAHOCTH.

Ha koumypwHoil  sielikoeoli  ynakoeke
(6riucmepe) Ha pYCCKOM A3biKe yKa3aHo:
TOProBOE HauMeHOBaHWe npenapata ¢
npeaynpeauTensHoi  mMapkupoBkoh: ®,
MeXAyHapogHoe HenaTeHTOBaHHoe
HavmeHoBaHKUe U A03MPOBKA (Ha PYCCKOM U
aHrMWACKOM  53blKax),  NeKapCTBEHHas
copma, HauMeHoBaHWE  TOBApHbLIA 3HaK
(naTuHuuel) pepxaTens perncTpaumoHHOro




BmopuyHas ynakoeka

Ha kapmoHHOUl nayke Ha pPYyCCKOM SI3bIKE YKa3blealom:
TOoprosoe HanmeHoBaHue npenapara c
npegynpeauTensHON MapkupoBkol ®, mexayHapogHoe
HenaTeHToBaHHOe HavuMeHoBaHue, A03NPOBKY,
thapmakoTepaneBTUMYECKYIO TPYNNy, JeKapCTBEHHYIO
copMy M KonudecTBO TabneTok B  ynNakoBke,
HaMMEHOBaHWe 1  COAepXaHue  AeWCTBYIOLLErO
BeljecTBa B OAHON TabneTke, YCMOBUA XPaHEHWA,
npeaynpeautenbhble Hagnucu «CopepKWUT NakTo3bl
MoHOruapaTty, «XpaHUTb B HEAOCTYNHOM ANA AeTeit
mecTe», «Mepea NpUMEHEHNEM npenaparta
O3HAKOMbTECH € NpUNaraemMorl  UHCTPyKUMENn»,
«pMHUMaTL NO Ha3HauYeHWIo BpaYay», YCNOBUSA OTNYCKa,
cnocob  npuMeHeHus, Haanuch «®» -
3apEruCTPUpPOBaHHLIN  TOBAPHbIA  3HAK»,  HOMep
CBMAETeNLCTBA O PEerMcTpauMm TOBapHOTO  3Haka,

Homep perucTpaLlmoHHOro YAOCTOBEpPEHUS,
HanmeHoBaHue Aepxarena perucTpauvoHHoro
YAOCTOBEPEHUA, €ro CTpasy W TOBApHbIA 3HaK

(naTuHuLen), HaumeHoBaHwe, CTpaHy u ropos upMbi-
NPOU3BOAMTENA, LUTPWUX-KO4, HOMEpP cepuu, AaTty
NCTEYEHUs CPOKa TFOAHOCTU, LUTPUX-KOA B chopmarte
DataMatrix, rnobanbHblli UaeHTUNKAUMOHHBIA HOMEP
TOProBo/i eAWHMLUBI U WHAVBUAYANbHLIA CepPUHbLIN
HOMEP TOProBO efUHNLbI.

HononHumensHo Ha emopudqHOl yrnakoeke (Ha nauke
KapmoHHO{l) Ha aHenulickoM s3blke  yKasbigarom:
TOProBOe HauMeHOBaHWe NeKapCTBEHHOro npenapara,
MEXAYHApOAHOE HEenaTeHTOBaHHOE HauMEHOBaHMe,
RO3NPOBKY, NEKapcTBEHHylo (hOPMYy M  KORNYECTBO
TabneTok B ynakoske, HaaNUChL «Antiaggregant».
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YAOCTOBEPEHMs,, HOMEp cepun, Aarta
NCTEYEHNA CpOKa FOAHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOll nayke Ha pYcCKOM Si3bike
yKa3aHo: TOprosoe HauMeHoBaHue
npenapara c npeAynpeanTenbHO
MapKUpoBKOiA ®, MexXAyHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHue,
[.03MPOBKa, dhapmakoTepanesTuyeckas
rpynna,  nekapcTBeHHas  chopma ]
KonuyectBo  Tabnetok B ynakoske,
HaumeHoBaHue n cojepxaHue
jeicTeyloulero  Bewectsea B OARHOM
TabneTke, ycnosus XpaHeHus,
npeaynpeautenchele Haanucn «Cogepxut
NakTosbl  MOHOrMApaT», «XpaHutb B
HEAOCTYNHOM ANs AeTeil Mectex, «[lepea
npuMeHeHWeM npenapata O3HaKOMbTECb C
npunaragmoi MHCTpykuuen», «MpuHUMaTL
No HasHa4YeHWio Bpayay», YCnoBUA OTNYCKa,
cnoco6 npumeHeHusa, Haanucb «®» -
3aperncTpupoBaHHbli  TOBapPHbIN  3HaKY,
HOMEp CBUAETENbCTBA O pernucTpauvn
TOBaPHOro 3Haka, HOMEP PEerucTpaLUoOHHOrO
YAOCTOBEPEHMS, HaMMEeHOBaHNe AepXxaTens
PerucTpauuoHHOro  YAOCTOBEPEHUs, ero
CTPaHa W TOBapHLI 3HaK (naTuHUUER),
HaumeHoBaHue, cTpaHa U ropos hupmbl-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP Cepun,
AaTa UCTEYEHUA CPoKa FOAHOCTH, LUTPUX-
koA B cdhopmate DataMatrix, rnobanbHbIii
NAEHTUMKALMOHHBIN  HOMEep  TOProBoiA
€AVHVLUBI U WUHANBUAYANbHBLIA CEepuiHbIN
HOMep TOpProBol eAnHULbI.

HononHumenesHo Ha emopuyHoll ynakoske
(Ha nayke kapmoHHOU) Ha aHenulickom
53bIKE YKa3aHO: TOProBpoe HaumeHOoBaHue
JleKapcTBEHHOIo npenapara,
MexXayHapoaHoe HenaTeHToBaHHOe
HaUMEHOBaHWe, AO3NPOBKA, NEKAPCTBEHHANA
chopma 1 KONMUECTBO TabneTok B ynakoske,
Hagnucb «Antiaggreganty.

HavanbHuk OKK:

Hara Bbinycka OKK: «28» anpens 2025 r.
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