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0
n,;l;l Har‘:)z:::fe?;“e Tpe6oBanus H] PesynbTatbl aHanuaa
1. | ONMUCAHUE Kpyrnsle ABosikoBbINyKnble TabneTkn ¢ tackort, nokpel- | Kpyrnbie ABOAKOBbLINYKMbIe Tabnetku ¢ chac-
Tbl€ NNEHOYHOM 060M104KOI PO30BOro LBETa. KOii, NOKPbITbIE NAEHOYHON OBONOYKOI po-
30BOro LBeTa.
2. | NOONUHHOCTbL yw-cnex'rpoq)oromerpuﬂ. Y®-cnekTpel  nornoLenmns YQ-cneKTpodJoromeTpuﬂ, Y®-cnekTpbl no-
UCNBITYEMOro U CTaHAAPTHOrO PacTBOPOB B 061acTh OT [MOLLEHNA  UCMBITYEMOro U CTaHaapTHOro
250 p0 300 HM AOMKHBLI UMETD MaKCUMYMbI NP1 OAHNX M | PacTBOPOB B obnactu ot 250 Ao 300 Hm
TEX Xe ANUHaX BOMH. UMEIOT MaKCUMyMbl NPU OAHUX U Tex xe
ANVHAaX BOMH.
B3XX. Bpems yaepxuBaHusi ocHOBHOrO nuka Ha xpo- | BIXKX Bpemsi yaepXuBaH1S OCHOBHOMO nu-
MarorpamMme MCnbITYeMOro pactBopa AOMKHO COOTBET- | ka Ha XpomaTorpaMMe WCnbITYeMoro pac-
CTBOBaTb BPEMEHW yaepXuBaHWUS nuka Knonuaorpena | TBOpa COOTBETCTBYeT BpemeHM yAepxusa-
Ha8 Xpomartorpamme CTaHAapTHOrO pacTeopa (pasaen | Husi nuka knonuaorpena Ha xpomatorpamme
«KonuuectseHHoe onpeaeneHmes). CTaHaapTHoro pactsopa (pasgen «Konuue-
CTBEHHOE onpeaeneHuey).
3. | CPEOHAA MACCA r'e PO, OPC.1.4.2.0009.15.
OT 248,56 f0 263,94 mr (256,25 mr + 3,0 %). 257,81 mr (+0,6%)
4. | PACTBOPEHUE r® P®, O®C.1.4.2.0014.15, (97%)
Y®-cnektpodotomeTpus. 91%
He meHee 80 % (Q) oT 3aseneHHoro KonuyecTsa Knonu- 103%
Aorpena yepes 30 MUH. 92%
91%
102%
102%
5. | POOCTBEHHBIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %: 0,03%
npumecsk C — He Gonee 1,5 %: 0,10%
€AVHUYHaA HenaeHTUULUMPOBaHHas NPUMECh — He 60- 0,05%
nee 0,2 %;
CyMmMa npumecei — He Gonee 2,5 %. 0,26%
6. | BOOA F® P®, 0®C.1.2.3.0002.15, meToa K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUONOIMMYECKAS | ro P®, 0®C.1.2.4.0002.18, Kateropus 3A.
YUCTOTA OBLee uMcno aapoBHLIX MUKDOOPraHU3MOB - He Gonee MeHee 20 KOE B 1 1
10° KOE B 1 1 (Mn);
Obwee uncno apoxokesbix u nnecHesbIX rpubos: He MeHee 10 KOEB 11
6onee 10° KOE & 1 r (mn);
Escherichia coli: otcytcteue 8 1 r (mn). He obHapyxeHo
8. | OOHOPOOHOCTb '® P®, 0®C.1.4.2.0008.18, cnocob 1.
OO3UPOBAHUSA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCA,
To AV < 15,0 % (n = 30), u ans 30/30 TabneTok Konuye- AVio=4,4%
CTBEHHOE copaepXaHue Knonuaorpena AOMXKHO HAaXo-
AWTbCA B uHTEpsane 0,75-M — 1, 25-M.
9. | KOTIMMECTBEHHOE B3XX. Ot 71,25 n0 78,75 mr knonuaorpena (ot 95,0 % 73,93 mr
ONPEOENEHUE A0 105,0 % OT 3asBNEHHOro KonMuecTBa) B OAHON Tab- (98,6%)
netke.
10. | YNAKOBKA IMpu npoussodcmee, ghacoeke wunu ynakoexe Ha OOO | [Mpoussodcmeo, ¢hacoexka u ynaxkoeka Ha
«MAKU3-QAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 Tabnetok B KOHTYpHyl0 siYeilkoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO AYeiikoByI0
(6nuctep) ms nneHkm NONUBNHUNXINOPUAHON U hONbrU ynakoBky (6nucrep) us nnexku NBX/NBOX n
anioMUHUEeBON UNN B KOHTYPHYIO AYENKOBYIO ynakosky | chonbru antoMNUHNEBOW.
(6nuctep) n3 nneHku MBX/MBAX n donbru aniomuHme-
BOWA.
Mo 3 unu 6 KOHTYpPHBIX AYEilkoBbIX ynakosok (6nucte- | Mo 3 KOHTYPHBIX SYENKOBbIX ynakosok (6nu-
poB) unu no 1 Gaxke BMecTe ¢ WHCTPYKUMel no npume- | cTepos) BMecTe ¢ WHCTPYKUMEen no npume-
HEHWIO B NaYKy KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.
11. | MAPKUPOBKA lNepsuyHas ynakoeka lMepeuyHas ynakoeka
Ha koHmypHoli siueikosoii ynakoeke (6nucmepe) Ha | Ha KOHmypHoU  sidelikoeol  ynakoske
PYCCKOM £i3biKe yKa3blgalom: TOProBoe HauMeHOBaHUe (6nucmepe) Ha pycckom ssbike yKasaHo:
fnpeénapara ¢ npeAynpeAUTEnbHON MapKMPOBKOK ®, TOProBOE HauMeHOBaHMe npenapata ¢
MEXAYHapOAHOEe HenaTeHTOBaHHOEe HaUMEHOBaHWE W NP€AynpeauTenbHO  MapkupoBkoit  ®,
AO3MPOBKY (Ha PYCCKOM W  aHrmUNACKOM A3blkax), | MexayHapopHoe HenaTeHToBaHHoe
TlekapcTBeHHyl hopMmy, HaumeHoBaHue TOBapHLIN | HaWMEHOBaHMWe u A03MpoBKa (Ha PyccKOM u
3HaK _ (naTuHuuew) aepxarens PErMCTpaunoHHOro | aHraumckom A3blkax), NlekapcTBeHHas
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YAOCTOBEpEHWs, HOMep cepuu, AaTy nNPOM3BOACTBA
(npu  cbacoske Ha OO0 «MAKU3-GAPMA» Aarty
NPOM3BOACTBA HE HAHOCAT), AATy WCTEYEHWs cpoka
roAHOCTHU.

BmopuyHas ynakoeka

Ha kapmoHnHoOU nayke Ha pycckom sizbike yKasblgarom:
Toprosoe HaumeHOBaHue npenapara c
NPEAYNPeANTENLHON MapkupoBkoii ®, MexayHapoaHoe
HenaTeHToBaHHoe HaumeHoBaHue, [LO3UPOBKY,
(hapmakoTepanesTuyeckylo  rpynny, NeKapCTBEHHYIO
dopmy u konuyecTBo Tabnetok B ynakoBke,
HaMeHoBaHWe 1 cojaepxaHue  JENCTBYIOLLErO
Bellectea B OAHOW TabneTke, ycnoBus XpaHeHus,
npeAynpeauTenbHble Haanucn «CoaepXuT nakTossi
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTei
MecTey, «Mepea NPUMEHEeHUeMm npenapara
O3HAaKOMbTECL ~ C  Mpunaraemoll  WHCTPyKLMEi»,
«MpuHMMaTL NO Ha3HaYeHMIo Bpayay, yCroBms ornycka,
cnocob NpUMeHeHus, Haanuch «®» -
3aperucTpupoBaHHbIi  TOBApHbIA  3HaK, HomMep
CBUWAETENbCTBA O perucTpauuu TOBAPHOrO 3Haka,
HoMep perncTpauuoHHoro YAOCTOBEPEHMS,
HauMeHoBaHue aepxarens perucTpauuoHHoro
YAOCTOBEPEHNA, €ro CTpaHy W TOBapHbli  3HaK
(naTuHuuen), HaumeHoBaHME U CTpaHy uUpMbI-
npoussoautens (npu npoussogctee Ha 000 «MAKWN3-
®APMA»  ykasbiBaioT CTpaHy, Tropoj), LITPUX-KOA,
HOMEp Cepuu, AaTy NPOU3BOACTBA (NPU NPOU3BOACTBE
Ha 000 «MAKU3-®APMA» AaTy NpoOW3BOACTBa He
HAHOCAT), AATy UCTEYEHUA CPOKa FOAHOCTM, LUTPUX-KOA
B topmare DataMatrix, rnobanbHbii
WAEHTUMDMKALMOHHBIN HOMEP TOProBOA eAVHUUbI 1©
MHANBUAYaNbHBIA CEPUIHBIA HOMEP TOPrOBOW €AUHULII.

HononHumensHo Ha emopuyHod ynakoske (Ha nayke
KapmoHHOU) Ha aHenulcKOM £3blKe  yKasbiearom:
TOProBo€ HauMeHOBaHWe nekapCTBEHHOrO npenapara,
MEXAYHapoAHOE HEenaTeHTOBaHHOE HaMMEHOoBaHWe,
AO3NPOBKY, neKapCTBEHHYI OPMy W  KONMWUYECTBO
TabneTok B ynakoBske, HaAnNUCh «Antiaggregant».

(opma, HauMeHOBaHWE  TOBApHbLIA 3HaK
(naTuHuueit) pepxartens perucTpauuoHHoro
YAOCTOBEPEHUs, HOMep cepun, para
UCTEYEHUA CpoKa rogHoOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pycckom s3bike
yKasaHo: TOproBoe HaumMeHoBaHue
npenapara ¢ npeAynpeauTensHON
MapKUPOBKOW ®, MeXAyHapoAHoe
HenaTeHToBaHHoe HauMeHoBaHue,
L031pOBKa, thapmakoTepanesTuyeckas
rpynna, nexkapcTBeHHas dopma [
konuyecteo  Tabnetok B ynakoske,

HaumeHoBaHue ] coaepxaHue
AeiicTBylowlero  Bewectea B OAHOM
Tabnertke, ycnosus XpaHeHus,

npeaynpeauTensHble Hagnucu «Coaepxut
NaKTosbl  MOHOrMApaT»,  «XpaHuTb B
HEAOCTynHOM Ana AeTen mecte», «[Mepes
NpUMeHeHeM npenapaTta O03HAaKOMbTECH C
npunaraemoit MHCTpykuuein», «MpuHumMaTh
MO HasHayeHulo Bpava», ycnoBus oTnycka,
cnoco6 npumeHeHusi, Hapnuce «®» -
3aperucTpupOBaHHbLIN  TOBAPHbLIN  3HaK»,
HOMEp cCBMAETENbCTBA O  perucTpauum
TOBapPHOro 3Haka, HOMep PerncTpaLNoHHOro
YAOCTOBEPEHUsi, HauMeHoBaHUe aepxaTtens
PErucTpaunoHHOro  yAO0CTOBEPEHUs, ero
CTpaHa W TOBapHbI 3HaK (naTuHULen),
HaumeHosaHue, cTpaHa W ropos upMbl-
NPOU3BOAUTENS, LUTPUX-KOZA, HOMEP cepum,
AaTta uCTeYeHWs Cpoka FOAHOCTH, LUTPUX-
koA B chopmate DataMatrix, rnoBanbHbii
MAEHTUMDVKALMOHHBIA  HOMep TOproson
€AVHULBLI 1 WHAWBMAYAnbHbLIA CEPUNHBIIA
HOMEp TOProBoWi e4NHULbI.

HononHumensHo Ha emopuuroi yrnakoeke
(Ha na4ke KapmoHHOU) Ha aHenulickom
fA3blKe yKa3aHO: TOProBOe HauMEHOBaHWe
NleKapCTBEHHOro npenapara,
MeXayHapogHoe HenaTeHToBaHHOe
HanmeHoBaHue, 403MpoBKa, NekapcTBeHHas
¢hopma n konuyecTso Tabnetok B ynakoBke,
Haanuck «Antiaggregant».

12. | CPOKIrOQHOCTHU 2 roaa J— CootseTcteyeT
 3aknioueHue: CootBeTcTBYeT Tpeb ‘ 76-290720, usm. Ne1, 2, 3

HavanbHuk OKK:

Aata Bbinycka OKK: «13» mapta 2024 .
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