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Ne HaumetoBakue Tpebosanus HO PezynbTaTthl aHanusa
n/n nokasarens P y
1. | ONMUCAHUE BusyanbHbi. Kpyrneie aBoskoBbinyknble Tabnetku ¢ | Kpyrnbie ABOsikOBbINyKNbie TabneTkn ¢ dac-
hackoit, MOKPLITLIE MNNEHOYHON OBOSMOYKOW PO3OBOrO | KOW, MOKPLITHIE AAEHOUYHOW OBOMOYKON po-
upeTa. 30BOrO LBeTa.
2. | TOONUHHOCTL Y®-cnekrpocoToMeTpus. Yd-cnekTpel nornolleHus | Y®-cnekTpohoToMeTpus. YD-cnexTpbl no-
MCTIBITYEMOro W CTaHA4apTHOrO pacTeoposB B 06nacT#t OT | rFIOWEHNs WUCNLITYEMOro W CTaHAapTHOro
250 0 300 HM JOMKHLI KMETb M2KCUMYMbI NPU OAHUX M | pacTBopoB B obnactu ot 250 go 300 HM
TeX e ANNHaX BOJH. MMEIOT MaKCMMyMbl NpU OBHMX U TEX Xe
ANVHAX BOJH.
B3XX. Bpems yaepxuBaHUA OCHOBHOrO nuka Ha xpo- | BAOXKX Bpems yaepXusaHus OCHOBHOTO nu-
martorpamMme UCNbITYEMOro pacTsopa AOMKHO COOTBET- | K8 Ha XPOMAaTOrpaMme WCMBITYEMOrO pac-
CTBOBaTb BPEMEHU yAepXuBaHus Nuka KNONMAOTPena | TBOpPa COOTBETCTBYET BPEMEHN YAEPXKWUBa-
Ha XpomaTtorpamme CTaHAapTHOrO pacteopa (pasfgen | HUA NWKa KNONWAOrpena Ha xpomaTorpamme
«KonuuectBeHHOe onpeaeneHne»). | craHpapTHoro pacteopa (pasgen «Konuve-
CTBEHHOE onpeaenexne»).
3. | CPEOHAA MACCA Fd PO, 09C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr + 3,0 %). 255,75 mr (-0,2%)
4. | PACTBOPEHUE e P, 09C.1.4.2.0014.15, (101%)
Y®-cnekTpotoToMeTpUs. 104%
He menee 80 % (Q) oT 3aaBNEHHOrO KONMUECTBA KNONU- 106%
Aorpena yepes 30 MUH. 98%
96%
101%
102%
5. | POOCTBEHHbIE B2XX.
NMPUMECH MNpumeck A — He Gonee 1,2 %; 0,02%
npumeckb C — He 6onee 1,5 %:; 0,56%
SAVHUYHAA HEeNAEeHTUdNUUPOBaHHAsR NpuMeck — He 6o- 0,05%
nee 0,2 %;
cymma npumecein — He 6onee 2,5 %. 0,64%
6. | BOOA e PO, 09C.1.2.3.0002.15, metoa K. duwepa.
He 6onee 7,0 %. 1,6%
7. | MUKPOBUONOIMMYECKASA | F'd PO, ODC.1.2.4.0002.18, kateropus 3A.
YACTOTA Obwee uncno aapobHLIX MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
ObLee uncCnO APOMOKEBBIX W MIECHEBbIX rPUGoB: He Menee 10KOEB 1T
Gonee 10 KOE 8 1 r (Mn);
Escherichia coli: otcytcteue B 1 r (mn). He oBHapymxeHo
8. | OOHOPOOHOCTb o P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnun ycnosue He BLINOMHAETCA,
To AV £ 15,0 % (n = 30), u ans 30/30 TabneTok konuye- AVi0=1,6%
CTBEHHOE CoAepXKaHWe KNOonWAorpena AOMKHO Haxo-
AnTbCA B MHTepsane 0,75-M — 1,25-M.
9. | KONIMYECTBEHHOE B3XX. Ot 71,25 a0 78,75 mr knonugorpena (ot 95,0 % 76,14 mr
ONPELENEHUE 40 105,0 % oT 3asBReHHOro konu4ecTea) 8 OAHON Tab- (101,5%)
nevke.
10. | YIAKOBKA pu npoussodcmee, ¢hacoske w/unu ynakoske Ha OO0 | lMpoussodcmeo, ghacoeka U ynakoeka Ha
«MAKUN3-OAPMA»: 000 «MAKN3-QAPMA»:
Mo 10 TabneTok B KOHTYpHylo sdelikoByio ynakoeky | Flo 10 TaGneTok B KOHTYPHYK AYEHKOBYIO
(6nucrep) M3 nneHkM NonMBMHWUNXROPUAHON U donbru | ynakoeky (6nuctep) us nneqkn NBX/MNBOX n
asloOMMHUEBOI WNKU B KOHTYPHYIO AYEWKOBYIO ynakoBKky | cponbri aniomMuHMeBon.
(6nnctep) ns nnexkn NBX/MBOX n donbri aniomuHue-
BOM.
Mo 3 nnn 6 KOHTYPHLIX AYEKoBEIX ynakoBok (GnucTe- | Mo 3 KOHTYPHLIX AUERKOBLIX YNAKOBOK (6nu-
poB) wnu no 1 6aHKke BMecTe ¢ UHCTPYKUMEI NO NpuMe- | CTEPOB) BMECTE C MHCTPyKune# no npume-
HEHWIO B Na4Ky KaPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA Nepeuy4Has ynaxoska MepeuyHas ynakoska
Ha konmyproii syelikosol ynakoexe (6nucmepe) Ha | Ha  koHmypHoll  sielikoeoil  ynaxoske
PYCCKOM si3blKe yKasblealom: TOProsoe HaumeHoBaHue | (6riucmepe) Ha PYcCKOM S3blKe YKas3aHo:
npenaparta ¢ npeaynpeauTenbHol MapkupoBkoii ®, | TOpProBoe HaWmeHOBaHMe npenapata ¢
MEXAYHAPOLHOE HEenaTeHTOBaHHOE HawMeHOBaHWe W | NpeAynpeAWTenbHON  MapkupoBkow  ®,
LO3NPOBKY (Ha PYCCKOM U aHrNUIACKOM A3bIKaX), | MeXAyHapoaHoe HenaTeHTOBaHHOe
nekapcTBeHHylo OopMy, HauMeHOBaHWe  TOBapHLIA | HaUMEHOBAHWE W J03UPOBKA (Ha PYCCKOM W
3HaK  (natuHuuen) AepxaTens  PerucTpauMoHHOrO | aHrNWACKOM  sisbikax),  NeKapcTBeHHas
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YAOCTOBEPEHUs,, HOMEp cepuW, AaTy NPOU3BOACTBA
(npn  dpacoske Ha OO0 «MAKU3-GAPMA» paty
NPOU3BOACTBA HE HaHOCAT), AATy WUCTEUEHWs cpoka
TOAHOCTM.

BmopuyHasn ynakoska

Ha kapmoHHOU navke Ha PYCCKOM SI3bIKE YKA3bLIGarom:
TOproeoe HauMeHoBaHne npenapara c
npeaynpesuTensHoii mapkuposkoii ®, MexayHapoagHoe
HenaTeHTOBaHHOe HaumeHoBaHue, AO3UPOBKY,
¢hapmakoTepaneBTUYECKYIO TPYRRY, NEKapCTBEHHYIO
ctopmy u  konmuyecTBO TabneTok B  yNakoBke,
HauMeHoBaHue U cogepXaHwe  AeiCTBYIOLIEro
BeulecTBa B OAHOW TabneTke, YCNOBUS XpaHeHus,
npeaynpeputensHoie Hagnucu «CoaepXuT nakTosbi
MOHOruapaT», «XpaHuTb B HEAOCTYMHOM ANnA AeTel
mecTey, «Mepep NPUMEHEHUEM npenapara
O3HaKOMBLTECH € NpUNaraemoi  UHCTPYKuMeii»,
«MpuHMMaTL NO Ha3HAYEHUIO BPaYay, YCroBUs OTNycKa,
cnocob NPUMEHEHNs, HaanNUChb «®» -
3apErucCTPMpOBaKHLI  TOBapHBI  3HaK»,  HOMep
CBUAETENbCTBA © PerucTpauun TOBApHOTO 3HAKa,
Homep PErUCTPaLMOHHOrO yAoCTOBEpeHus,
HauMeHoBaHWe Aepxarens perncTpaumoHHoro
YAOCTOBEPEHUS, €ro CTpaHy MW TOBapHbIA 3Hak
(natuHuuen), HaMMeHOBaHWE W  CTpaHy UPMbI-
npoussopauTensa (Npu npouseogctee Ha 000 «MAKN3-
DAPMA» yKkasbiBaloT CTPaHy, [OPOA), LWTPUX-KOA,
HOMEP cepun, AaTy NPOW3BOACTBa (NPU NPOM3BOACTBE
Ha OO0 «MAKU3-®APMA» aary npoussoactsa He
HaHOCAT), AaTy UCTEYEHUSI CPOKa FOAHOCTH, LUTPUX-KOZ,
B dopmaTte DataMatrix, rnoGanbHebIi
UAEHTUUKALUNOHHBIA HOMEp TOProBoi eAuHULBl K
VHAWBUAYaSbHLIN CePUiiHBIA HOMEpP TOPFroBOI EANHULILI.

HononnumensHo Ha emopuyHoll ynakoeke (Ha navke
KapmowrHoOU) Ha aHenulckoM s3bike yKaablearom:
TOProBOE HauMeHOBaHME NEKapCTBEHHOrO npenapara,
MEeXAYHapoAHOe HenaTteHToBaHHOe HauMeHoBaHue,
[O3UPOBKY, NEKapCTBEHHY hOPMY W  KONMMYECTBO
TabneTok B ynakoBke, Hagnucb «Antiaggregant».

dopmMa, HaUMEHOBaHWE  TOBApHbIN 3HAK
(naTuHUUen) aepxaTens perucTpaunoHHOro
YAOCTOBEPEHUA, HOMEep cepuu, jarta
NCTEYEHUN Cpoka rOAHOCTH.

Bmopu4Has ynaKoeka

Ha xapmoHHOU nauyxke Ha pyccKoM s3bike
yKasaHo: TOprosoe HaumeHoBaHue
npenapara c npeaynpeAnTenbHOMR
MapknpoBkoi ®, MexXayHapoaHoe
HenaTeHToBaHHoe HanmeHoBaHwve,
A03UPOBKa, thapmaxoTepaneBTUYECKan

rpynna,  nekapcTBeHHas  dopMa M
KonuuecTso  TabneTok B ynakoske,

HaWMeHOBaHne n coaepxaHue
JencTBylOWlero BewectBa B  OAHOW
TabneTke, ycnoBus XpaHeHus,

npeaynpeautenisHele Hagnucn «Coaepxut
NIaKTo3e  MOHOrMAPaT», «XpaHuWTb B
HEAOCTYNHOM AnA aAeTeinl mecte», «Mepeg
NPpUMEHEHWEM NpenapaTa 03HAKOMbLTECh C
npunaraemovi UHCTpykuuern», «MpuHumaTb
No HasHaJYeHUI0 Bpava», YCrOBWS OTMYCKa,
cnoco6 npumeHeHusi, Hagnuce «®» -
3apPErNCTPUPOBAHHLIA  TOBAPHLIA  3HAK»,
HOMEp CBMAETENbCTBA O PerucTpauun
TOBAPHOro 3HaKa, HOMEP PerncTPaLnoHHOro
YAOCTOBEPEHNA, HanMeHOBaHue AepxaTens
PEerncTpaumoHHoro  ya0CTOBEPEHMA, €ero
cTpaHa W TOBapHbI 3HaK (naTuHUUel),
HauMeHoBaHue, cTpaHa W ropoj upMbI-
NPOU3BOAUTENS, LUTPUX-KOZ, HOMEpP cepuy,
AaTa WUCTEYEHNs] CPoKa rOAHOCTH, LUTPMX-
koa B copmate DataMatrix, rnoGanbHbli
NAEHTUDNUKALMOHHBIN  HOMEP  TOProBoik
€AUHNLUBI U VHAUBMAYANbHBIA CEePUIAHLIN
HOMEP TOProsoW efnHULbI.

HononHumensHo Ha emopuyHOl ynakoeke
(Ha nayke kKapmorHOU) Ha aHenulickom
A3blKe yKasaHO: TOPIroBOE HauMEHOBaHWe
NeKapcTBEHHOro npenapara,
MeXAYyHapoaHoe " HenaTeHToBaHHOe
HaumeHOBaHue, 403UPOBKa, NEKapcTBEHHasn
cbopma 1 konuyecTso TabneTok B ynakoeke,
Haanuch «Antiagareganty.

12. | CPOK FrOQHOCTH 2ropa

CootBseTcTBYET

3aknoueHue:

HavyanbHuk OKK:

Data Bbinycka OKK: «24» nekabps 2024 r.




