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N HaumeHoBaHue TpeboBaHus HY, PesynbTaThl aHanusa

n/n nokasarens P ¥

1. | ONKCAHUE BusyanbeHbi. Kpyrnble ABOSKOBbINyknbie TabneTku ¢ | Kpyrnble ABOSKOBbINyKNble TabneTku ¢ dac-
hackol, NOKPLITbIE NNEHOYHONW OBONOMKOW PO3OBOrO | KOW, MOKPLITHIE MNEHOYHON OBOMouKOM Po-
uBeTa. 30BOro UBeTa.

2. | NIOANUHHOCTbL Yd-cnektpocpoTomeTpun. YO-cnekTpbl NOrnoweHns | YO-cnekTpbl MOrMOWEHUs UCNbITYeMOro 1
MCMLITYEMOrO U CTaHAAPTHOrO PacTBOPOB B 06nacTut OT | CTaHAapTHOro pacTeopos B ob6nactu ot 250
250 po 300 HM AOMKHBI UMETE MaKCUMYMBI NpY oaHMX 1 | A0 300 HM KMEIOT MaKCUMyMbl MPU OAHNX W
TeX e ANIMHaxX BOMH. Tex e ANMHaX BOJH.

B3XKX. Bpems yaepuBaHWA OCHOBHOrO NMUKa Ha Xpo- | Bpems yAepXvBaHWA OCHOBHOMO Muka Ha
MaTorpaMme MCrbITYyeMOro pacTsopa AOIMKHO COOTBET- | XpOMaTorpaMme  MCMLITYeMOro pacrsopa
CTBOBaTb BPEMEHU YAEPXMBAHWA NWKa KNOMWZOTpena | COOTBETCTBYET BPEMEHW YAepXUBaHUA NuKa
Ha XpomaTtorpaMme CTaHAApTHOFO pacTBopa (pasfen | knonuaorpena Ha XpomatorpamMme  CTa-
«KonuuectBeHHOe onpeaeneHne»). papTHoro pactBopa (pasaen «Konuue-
CTBEHHOE ONnpeAeneHne).
CPEQHAA MACCA o PO, 09PC.1.4.2.0009.15.
OT 248,56 00 263,94 mr (256,25 mr + 3,0 %). 259,08 mr (+1,1%)
4. | PACTBOPEHUE o Po, 09C.1.4.2.0014.15, (97%)
Y® = cnektpochoTomeTpUA. 102%
He menee 80 % (Q) oT 3asBNEHHOro KONUYECTBA KIONK- 97%
porpena yepes 30 MUHYT. 97%
92%
97%
97%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,07%
npumecs C ~ He Gonee 1,5 %; He obHapyxeHro
ejMHUYHAA HeuaeHTUdULUMpoBaHHaa npumeck — He 6o- 0,04%
nee 0,2 %;
cyMma npumecei — He 6onee 2,5 %. 0,12%
6. | BOOA re Pd, 09C.1.2.3.0002.15, meToq K. duwepa.
He 6onee 7,0 %. 1,5%
7. | MUKPOBUOJNTIOTMYECKASA | F'd Pd, OPC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6Lwee yucno aspobHbLIX MUKPOOPraHU3MoB - He Gonee MeHee 20 KOEB 11
10° KOE B 1 r (Mn);
OGLlee 4WUCNO APOXOKEBLIX M MMecHeBblX rpubos: He Menee 10KOEB 1T
Gonee 10° KOE B 1 1 (M),
Escherichia coli: otcytcteue B 1 1 (mn). He o6HapyxeHo
8. | OOHOPOOHOCTL e Pd, 09C.1.4.2.0008.18, cnoco6 1.
DO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosne He BLINOMHAETCA,
TO0 AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuye- AVi=8,6%
CTBEHHOE COAEPKaHME KNOMMAOrpena AOJMKHO Haxo-
AuTbcA B uHTepeane 0,75-M - 1,25-M.
9. | KONMWYECTBEHHOE B3XX. Ot 71,25 a0 78,75 mr knonugorpena (ot 95,0 % 74,42 mr
ONPEQENEHUE 40 105,0 % OT 3asiBNEHHOrO KONMYecTBa) B 0fHOW Tab- (99,2%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHYIO sueiikoByio ynakosky | Mo 10 TabneTok B KOHTYPHYIO sueiikoBylo
(6nucTtep) W3 NNEHKN MONMMBUHUNXNOPUAHON W donbrn | ynakoky (Bnuctep) us nneHku NBX/MNBAX v
anioMMHNEBOW MM B KOHTYPHYIO SI4YeliKOBYIO YnakoBKy | chonbru anioMnHUEBOM.

(6nuctep) u3 nnexku MBX/MBOX u donbru aniomuHne-

BOA.

Mo 3 unn 6 KOHTYPHBLIX AYEMKOBBIX ynakoBok (Bnucte- | Mo 3 KOHTYpHBIX AYEKOBLIX ynakosok (6nm-
poB) unu no 1 6aHke BMeCTe C UHCTPYKUME N NpuMe- | CTEpPOB) BMECTE C WHCTPYKUWEA No npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHWIO B NaYKy KapPTOHHYIO.

11. | MAPKUPOBKA Tlepsuy4Has ynakoska llepeuyHass ynakoeka
Ha koHmypHoli siqelikosoll ynakoexke (6riucmepe) Ha | Ha  koHmypHol  sdelikoeoll  yrakoeke
PYCCKOM $13bIKe yKa3blealom. TOpProsoe HaumeHosanue | (briucmepe) Ha PYCCKOM S3bIKe YKa3aHo:
npenapata ¢ npejynpeaAuTensHO MapkupoBkoii ®, | ToproBoe HaumMeHoBaHWe npenapata ¢
MEXAYHapOAHOE HENaTeHTOBAHHOE HauMEHOoBaHUe W | NpejynpefuTenbHoi  Mapkuposkol  ®,
AO3MPOBKY (Ha PYCCKOM W aHIMMIACKOM f3blKax), | MexayHapoaHoe HenaTeHToBaHHoe
NeKapCTBEHHY0 OpMY, HaUMEHOBAHWE  TOBApHLIA | HawMEHOBaHWE U J03UPOBKa (HA PYCCKOM U
3HaK (naTuHUUEW) AepxkaTens PerncTpauvoHHOrO | aHrMUNACKOM  A3blkax), TiekapCcTBEHHasn
YAOCTOBEPEHVIS,, HOMEP Cepui, AaTy UCTEYEHWs cpoka | dopma, HaMMEHOBaHWE  TOBapHbIA 3HaK
rOAHOCTH. (naTuHuuel) gepxarens perncTpaLoHHOro

YAOCTOBEPEHMSA, HOMEpP cepun,  AaTa
MCTEYEHMNSA CpOKa FOAHOCTM.




«MpuHUMaTL NO HasHaYeHKo Bpaya», YCNOBUS OTNYCKa,
cnocob NPUMEHEHUs, HaANuCb «®» -
3apEruCTPMPOBaHHLIA  TOBapHbI  3HaK»,  HOMEp
CBUAETENbCTBAa © pEerucTpaumyM ToBapHOre 3HaKa,
HOmep PErncTpaLuosHOro YAOCTOBEPEHUSA,
HauMeHOBaHWe = jepxarens PerncTpaLoHHOro
YAOCTOBEPEHWS, €ro CTpaHy M TOBapHbIA 3HaK
(naTuHuueit), HaumeHoBaHWe, CTpaHy 1.ropos uUpmMbl-
NPOM3BOAUTENSA, LUTPUX-KOA, HOMEpP cepumn, Apaty
MCTEYEHWA CpOoKa TFOAHOCTH, LTPUX-koA B dhopmaTe
DataMatrix, rnoGanbHbli MAEHTUNKALMOHHBIA HOMEp
TOProBOM eAMHULBLI W WUHAWBUAYANbHBIA  CEPUAHBIN
HOMED TOProBON eANHMLbI.

HononHumensHO Ha emopu4yHOl ynakoske (Ha rnaqke
KapmoHHOU) Ha aHenulickoM s3blke yKasbleaom:
TOProBOE HaMMeHOBaHWe NEeKapCTBEHHOro npenapara,
MEXAYHAPOAHOE HEenaTeHToBaHHOE HauMeHoBaHue,
AO3NPOBKY, NeKapCTBEHHYI0 OPMY U KONWYECTBO
TabneTok B ynakoske, Haanuck «Antiaggregant».
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Ne HanmeHoBaHue
nin noKkasaTens TpeboBanua HA PesynbTaTbl aHanusa
BmopusHas ynakoexka BmopuyHas ynaxkoeka
Ha kapmotHol nauke Ha PYCCKOM A3blKe yKasbigatom: | Ha KapmoHHOU navyke Ha pyCcCKOM S3biKe
TOproeoe HaunMeHoBaHue npenapata (o] yKa3aHo. TOproeoe HanMeHoBaHune
NpeAyNpPeAUTENbHON Mapkvupoekon ®, MexyHapoaHoe | npenapara c NpeAynpesuTenbHON
HenaTeHTOBaHHOE HaumMeHoBaHune, AO03UPOBKY, Mapkupoaxoﬁ ®, MexayHapoaHoe
(bapmaKOTepaneBthleCKylo rpynny, neKapCTBeHHYIO HenaTeHToOBaHHoOe i HaunMeHoBaHue,
cdopMy ¥ konuyecTBOo Tabnetok B  ynakoBKe, | AO3UPOBKA, thapmakoTepanesTmyeckan
HauMeHoBaHune n coaepxaHwe AeVICTByIOLLlGFO rpynna, nekapcTeeHHan cbopma ]
Bewectea B OAHOVI Taﬁ.ﬂeTKe, yCnoBua XpaHeHuA, KONMYeCcTBO Tabnetok B ynakoBke,
npeaynpeautenbHble HaaRUCK «Co,qepx(vw NaKTo3bl HanmeHoBaHue ] coaepxaHve
MOHOrnapaT», «XpaHMTb B HeAOoCTYyNnHOM AnA p.eTe|7| ,qe|7|c1'By|ou.|ero BelwlecTsa B OAHOVI
MECTe», «Mepeg, NpUMEHEHNEM npenapata | TabneTke, ycrnoBus XpaHeHus,
O3HaKOMbTECb C  Mpunaraemou MHCTpYKUuen», | npeaynpesutencHble Hagnucn «Coaepxut

nakTosbl  MOHOMMApaT», «XpaHuTb B
HeaoCTYNHOM AnA aeTei mectex, «lepea
APUMEHEHWEM npenapaTa O3HaKOMbTECh C
npunaraemon WHcTpykuuen», «lpuHumars
N0 Ha3HAYeHMIO Bpayva», YCNOBUA OTNYCKa,
crnocoG npumeHeHus, Haanuce «®» -
3apErUCTPUPOBAHHbI  TOBAPHBIA  3HAKY,
HOMep CcBMAETENLCTBA O perucTpauun
TOBAPHOro 3Haka, HOMep PerncTPaLMoHHOro
YAOCTOBEPEHUA, HAaUMEHOBaHWe AepXartens
PErnCTpauUMoHHOro  YAOCTOBEPEHNUS, €ro
cTpaHa W TOBAapHbI 3HaK (natuHuuen),
HauMeHOBaHuWe, CTpaHa U ropoj upmbl-
NpOM3BOAUTENSR, LUTPUX-KOA, HOMEP cepuu,
jaTa UCTEYEHWA CpoKa TOAHOCTH, LUTPUX-
kop B copmate DataMatrix, rnobanbHblii
WOEHTU(PUKALMOHHLIA  HOMEP  TOProson
€AUHNUL U MHAWBMAYANbHLIA CEPUIAHBIA
HOMEP TOProBOWN €ANHULbI.

HononHumensHo Ha emOpPUYHOU ynaKoseke
(Ha nayke KapmoOHHOU) Ha aHanulicKoM
fA3blIKe YKa3aHO: TOProsoe HaumeHoBaHue
JIEKAPCTBEHHOMO npenapara,
MeXAYHapoaHoe HenaTeHTOBaHHOE
HaMMeHOBaHWe, J03UPOBKA, NIeKapCTBEHHAs
chopma 1 KONUYECTBO TabneToK B yNakoBke,
Haanuck «Antiaggreganty.
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