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1. | ONMNCAHUE BusyannHbiii. Kpyrnbie asosikoBbinyknble Tabnetku ¢ | Kpyrnble fBoskoBbinyknbie TabneTkun ¢ ac-
chacko, MOKPLITbIE MNNEHOYHON OGOMNOYKONA PO3OBOTO | KOW, MOKPLITHIE NJIEHOWYHOW OBGONOYKON po-
usera. 30BOro LBeTa.
2. | NOANMUHHOCTbL Y®-cnektpocoTomeTpun. Yd-cnexrpel nornowlerns | Y®-cnektpodoTomeTpua. YO-cnekTphl no-
MCMbITYEMOro ¥ CTaHAapTHOrO PacTBOPOB B 06NACTW OT | FMOWEHUA WCNBLITYEMOro W CTaHgapTHOro
250 po 300 HM AOMKHBI UMETE MaKCUMYMbI NP OAHUX U | pacTBopos B obnactu ot 250 po 300 Hm
TeX e ANNHAX BOSH. UMEIOT MaKCUMyMb! NPU OAHUX M Tex Xe
ANUHAX BOSH.
B3XX. Bpems yaepuBaHnsi OCHOBHOTO Nuka Ha xpo- | BOXKX Bpemsi yaepxusaHns OCHOBHOMO nu-
MaTorpamMmme MCMeITYeMoro pacTsopa AOMKHO COOTBET- | ka Ha XpomaTtorpamme MCMbITYyeMoro pac-
CTBOBaTL BPEMEHW YAEPXMBAHWA NUKa KMonwaorpena | TBOpa COOTBETCTBYET BPEMEHW YAEpXMBa-
Ha XpoMaTorpamme CTaHAapTHOrO pactBopa (pasfgen | HWUA Nuka KNonwaorpena Ha Xpomarorpamme
«KonuyecteeHHOe onpejeneHue). craHpapTHoro pacrteopa (paspen «Konuue-
CTBEHHOE ONpeAeneHue»).
3. | CPEOHAA MACCA re Po, 09C.1.4.2.0009.15.
OT 248,56 a0 263,94 mr (256,25 mr + 3,0 %). 258,10 mr (+0,7%)
4, | PACTBOPEHUE o Po, 090C.1.4.2.0014.15, (100%)
Y®-cnekrtpodoTomeTpus. 99%
He meree 80 % (Q) oT 3asBNEHHOrO KONMYECTBA KNOMK- 101%
porpena uepes 30 MUH. 104%
100%
98%
100%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0.03%
npumecs C — He Gonee 1,5 %; 0,53%
€AVHNYHasA HenaeHTudUUMpoBaHHasa npumecs — He Go- 0,05%
nee 0,2 %,
cymma npumecen — He 6onee 2,5 %. 0,60%
6. | BOOA re PO, 09C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,5%
7. | MUKPOBUOJNOMYECKAA | M P®, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6wee 4ncno aspoGHbIX MUKPOOPraHU3mMoB - He Gonee MeHee 20 KOEB 1 1
10° KOE B 1 r (Mn);
ObLlee 4NCNO APOMOKEBLIX W MNECHeBbIX rpubos: He MeHee 10 KOEB 11
Gonee 10° KOE B 1 1 (Mn);
Escherichia coli: orcyTcTeue B 1 1 (Mn). He oGHapyxeHo
8. | OOHOPORHOCTb re Pe, 09C.1.4.2.0008.18, cnocob 1.
LO3UPOBAHUA AV £15,0 % (n = 10), ecnu ycnosue He BbINOMHAETCA,
70 AV £ 15,0 % (n = 30), u gna 30/30 TabneTok konnye- AVio=4,9%
CTBEHHOE COAEPXKaHue Knonuaorpena AOJMKHO Haxo-
AUTbCA B UHTepeane 0,75-M — 1,25-M.
9. | KONWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,52 Mr
OMNPEAENEHUE 20 105,0 % OT 3aABNIEHHOTO KONMYECTBA) B ORHON Tab- (102,0%)
netke.
10. | YNAKOBKA Ipu npoussodcmee, ghbacoske u/unu ynakoeke Ha OO0 | lMpoussodcmeo, (hacoeka u ynakoska Ha
«MAKU3-@APMA»: OO0 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYK sueiikoBylo ynakoBky | Mo 10 TaBnetok B KOHTYPHYIO SAUENKOBYIO
(6nucTtep) M3 NAEHKM NONMBUHUIXIOPUAHON U cdonbrn | ynakoeky (6nuctep) ua nnexxn NBX/NBOX n
asloOMUHUEBON UNM B KOHTYPHYIO AYENKOBYIO YNakoBKY | (honbr antoMWHUEBONA.
(6nuctep) n3 nnenkn NBX/MBOX v donbru anomuHme-
BOA.
Mo 3 unu 6 KOHTYPHBLIX A4ENKOBLIX ynakoBok (6nucte- | Mo 3 KOHTYPHBIX AYERAKOBLIX YNakosoK (6nu-
poB) unn no 1 6aHke BMECTE C WHCTPYKLMEH NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUMER NO npume-
HEHMIO B NaJKy KapPTOHHYIO. HEHUIO B NAYKY KAPTOHHYIO.
11. | MAPKUPOBKA MepsuyHas ynakoeka MepsuyHas ynakoeka
Ha koumypHoll sqelikosoii ynakosxke (6nucmepe) Ha | Ha  koHmypHoii  siyelikogoll  ynakoeke
PYCCKOM A3bIKe yKa3bigarom. TOprosoe HamMmeHosaHwe | (6rrucmepe) Ha pYCCKOM S3bIKE YKa3aHo:
npenapata C npeaynpeauTenbHon Mapkuposkoih ®, | ToproBoe HaumeHOBaHWe npenapata ¢
MEXAYHapOAHOE HENaTeHTOBaHHOE HaMMEHOBaWWe W | NPEeAynpeauTEnbHOR — MapKkupoBkoih  ®,
LO3NPOBKY (Ha pPYCCKOM U AHFMUACKOM SA3blKax), | MeXayHapojHoe HenaTeHToBaHHOe
nekapcTBEHHYI0 OpMy, HaNMEHOBaHWe  TOBapHbIA | HAaMMEHOBaHWE U A03MPOBKA (Ha PYCCKOM U
3HaK  (naTtuHuuei) AepxaTens  PerucTpaLMOHHOrO | aHrnuiiCKOM  f3blkax),  NekapcTBeHHas
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YAOCTOBEPEHUS,, HOMEp Ccepun, AAaTy NPOM3BOACTBa
(npn  dchacoke Ha OO0 «MAKU3-®APMA» paty
NPON3BOACTBA HE HAHOCAT), JaTy MCTEHYEHUR CPOKa
roaHOCTW.

BmopuyHasi ynakoska
Ha kapmoHHOU naqke Ha PYCCKOM S13biKE YKa3blearom:
TOProeoe HaMMeHOBaHue npenapaTa c

npeaynpeauTenbHoi MapkupoBkoi ®, MexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, [B,031POBKY,
thapmakoTepanesTUYECcKylo FPyNMy, NEKapCTBEHHYIO
cdopmy u  konudecTBo TabneTok B ynakoske,
HaumeHOBaHNe U cojepkaHune  AeACTBYIOLLEro
Bewlectsa B8 OfHOW Tabrietke, yCnoBWS XpaHEeHus,
npeaynpeautenbHole Hapnuen «COAEpXUT nakTo3bl
MOHOTMAPAT», «XpaHUTb B HEAOCTYNHOM ANA AaeTelt
MecTe», «Nepea NpUMEHEHNEM npenaparta
O3HAKOMbTECh € MPUNAraemoil  MHCTPYKUMel»,
«pUHUMATE MO Ha3HaYEHWIO BPayay, YCMOBKA OTMyCKa,
cnocob6 NpUMEHEHUA, Hajnuch «®» -
3aperucTpupoBaHHbLIl  TOBapHbili  3HaK»,  HOMeEp
CBUAETENbCTBA O perucrpauum TOBAPHOTO 3HakKa,
HoMep perucTpauuoHHoro YAOCTOBEPEHUSA,
HaumeHoBaHue Aepxarens perucTpaLnoHHOro
YAOCTOBEPEHWUA, €ro CTpaHy W ToBapHbLIA 3HaK
(naTuHMLEen), HaumeHoBaHUe W CTpaHy UPMEI-
npoussoauTens (npu npoussoactee Ha OO0 «MAKU3-
PAPMA» yKasbiBalOT CTpaHy, FOPOA), LUTPUX-KOA,
HOMEp cepuun, paTty nNpousBOACTBA (NPU NPOU3BOACTBE
Ha OO0 «MAKU3-OAPMA» paty npousBoacTBa He
HaHOCAT), AaTy UCTEYEHMNS CPOKa FOAHOCTH, LUTPUX-KOA
B topmare DataMatrix, rno6anbHebii
WAGHTUMMKALMOHHBIYI HOMEpP TOProBoOWl eauHWLbLI W
VHANBUAYaNbHbIA CEPUNHBIA HOMEP TOProBOI €ANHNLBI.

HononxumensHo Ha emopuvHoll ynakoske (Ha nauke
KapmowHHOU) Ha aHeanulckoM Ssi3bike  yKaableaom:
TOProBoe HauMeHOBaHMe NEeKapCTBEHHOro npenapara,
MEeXAYyHapoAHOe HEemnaTeHTOBAHHOE HanMeHOBaHue,
AO3NPOBKY, NEKapCTBEHHYIO OPMY N  KONWUYECTBO
TabneTok B ynakoske, Hagnuck «Antiaggregant».

dopma, HaMMeHOBaHWE  TOBapHbIA 3HaK
(natuHuLen) aepartens perncTpaLuoHHOro
YAOCTOBEPEHUA, HOMep cepuu, jaTta
UCTEUEHMs CPOKa rOAHOCTY.

BmopuyHas ynakoeka

Ha xapmonHol na4ke Ha pyccKOM Si3biKe
yKasaHo: Toprosoe HauMeHoBaHue
npenapara c npeaynpeanTensHoi
MapKupoBKOiA ®, MEXAYHapoAHOe
HENATEHTOBaHHOE HauMeHoBaHwe,
AO3KpOoBKa, thapmakoTepanesTuyeckas
rpynna, neKkapcTBeHHasn dopma 7}
KonuyectBo  Tabnetok B ynakoBke,
HammeHoBaHue n coaepxaHue
DencTByiOliero  Bellectea B O[HONM
Tabnerke, ycnosus XpaHeHus,
npeaynpeauteneHeie Hagnucu «Coaepxut
NakTosbl  MoOHOrmapar», «XpaHuTb B
HEeAOCTYNHOM ANs petein mecte», «lMepeg
NpUMEHEeHWeM npenapata 03HaKOMbTECH C
npunaraemoil MHCTpykuuen», «lMpuHumaTh
No HasHa4yeHWio Bpauay», yCroBus OTNyCKa,
cnocob npumeHeHws, Hapnuce «®» -
3aperncTpupoBaHHbIl  TOBapHLIA  3HAK»,
HOMEpP CBUAETENLCTBA O PerucTpauun
TOBapHOro 3Haka, HOMEp PErncTPaLUOHHOrO
YAOCTOBEPEHUS, HAMMEHOBaHUE AepxaTens
PerucTpauuoHHOrO  YJ,0CTOBEPEHUs,  €ro
CTpaHa W TOBapHbIA 3HAK (NaTUHWLEN),
HauMeHoBaHNe, cTpaHa U ropoa (UpPMbi-
NPON3BOANTENA, LUTPUX-KOA, HOMEP Cepun,
JaTa UCTEYEHWs| CPOKa FOAHOCTM, LUTPUX-
koA B ¢opmate DataMatrix, rnoGanbHsblii
VAEHTUPUKALMOHHLIN  HOMEP  TOProBoiA
€4VHUUBI N UHAMBUAYaNbHbIA CEePUAHBLIA
HOMEP TOProBO# €4UHULIbI.
HononHumensHo Ha emopuyroli yriakogke
(Ha nayke KapmoHHOU) Ha aHanulckom
A3biKe yKa3aHO: TOProBOE HalMEHOBaHWe
neKkapcTBeHHOro npenaparta,
MEXAYHapoaHoe HenaTeHToBaHHOe
HanMeHoBaHune, [,03MPoBKa, NekapcTBeHHasn
chopma 1 KoNnu4ecTBo TabneTok B yNakoske,
Haanuck «Antiaggreganty.

12. | CPOKTTOOQHOCTH 2ropa CooteeTcTByET
3aknwuyeHue: CooTBeTcTBYyeT TpeGOBa‘,l-,_ua\‘:afﬁ_ 6-290720, nam. Ne1, 2, 3

HavyanbHuk OKK:

Hata Bbinycka OKK: «17» nekabpsa 2024 r.
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