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‘h OTOEN KOHTPOINA KAYECTBA
NuueHana Ne 11012-00102-77/00010585
MAKUNIPAPMA i
:ngfngBAﬁHME Mnarpun® TabneTkn, NOKPbLITbIE NSIGHOYHOW 060N0YKOH, 75 Mr
lgigfn%s; Mockea HOMEP CEPUI: PL1340525

om0 " HATA IPOUBORACTBA: | 22.05.2025

gzx::: ‘6‘v fOHAEH O0O: 31.05.2027

cTpoeHue 8 OBBHEM CEPUM: 9 574 ynak. Ne30

Ten. (485) 981-00-88 NPOU3BOAUTENb: 000 «MAKU3-PAPMA»

AHAINU3 NO: JIN-006376-290720, n3m. Ne1, 2, 3, 4
XPAHEHWE: Mpu Temnepartype He Bbiwe 25 °C.

Ne HaumeHoBaHue

nin nokazatens Tpebosanusa HO PesynbTaTth! aHanusa

1. | ONMUCAHUE BuayanbHblii. Kpyrnble ABOsIKOBbINYKNble TabneTku ¢ | Kpyrnble gBosikoBbINyknbie TabneTku ¢ dac-
¢hackoii,” NOKPLITbIE MMAEHOUHON OBGONOYKON PO3OBOrO | KOW, MOKPBITHIE MNEHOYHOW OGONOYKOW po-
useTa. 30BOTO LBETA.

2. | NOONUHHOCTbL Y®-cnektpogoToMeTpusi. Yd-cnektpbl nornowenns | Yd-cnekrpodoTomeTpus. YP-cnektpol no-
UCTILITYEMOrO M CTaHAAPTHOFO pacTBOPOB B OGNAacTM OT | FNOLWEHUS WCALITYEMOrO U CTaHAapTHOro
250 £,0 300 HM AOMKHEI UMETL MaKCUMyMbl NPW OAHUX U | pacTBopoB B obnactn ot 250 ao 300 Hm
TEX e ANNHAX BOSH. MMEIOT MaKCUMyMbl MPU OAHUX U TEX Xe

) AfANHaX BOJH. .
B3XX. Bpema ypepxwuBaHus OCHOBHOTO nuka Ha xpo- | BAXKX Bpems yaepxuBaHusi OCHOBHOTO nu-
MaTorpaMme WCMBITYEMOrO PacTBopa AOMKHO COOTBET- | ka Ha XpomaTorpaMme WChLITYeMoro pac-
CTBOBaTb BPEMEHM YAEPXWBAHUS NUKA KIONUAOIPEna | TBOpa COOTBETCTBYET BPEMEHW YAepXuBa-
Ha XpomaTtorpaMMe CTaHAapTHOro pacteopa (pasgen | HUA NuKka Knonuaorpena Ha XxpomaTorpaMme
«KonnuecTseHHOe onpeaeneHue). cTanpapTHoro pacteopa (pasaen «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 %). 258,16 wmr (+0,7%)

4. | PACTBOPEHUE re Po, Q©C.1.4.2,0014.15, (99%)

Y®-cnekrpodoToMeTpUs. 97%
He meHee 80 % (Q) oT 3assBNEHHOrO KONMMUYECTBA KNonu- 101%
aorpena vepes 30 MUHYT. 99%
97%
101%
99%
5. | POOCTBEHHbIE BIXX.
NMPUMECH Mpumecs A — He Gonee 1,2 %,; 0,07%
npumeck C — He Gonee 1,5 %; 0,15%
eAVHNYHAA HEWLEHTMDUUMPOBAHHAA NpuMech — He Bo- 0,01%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,23%
6. | BOOA e Po, 09C.1.2.3.0002.15, meTon K. ®uwmepa.
He Gonee 7,0 %. 1,3%

7. | MUKPOBUONOIMMYECKASA | I'd P®, 0PC.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA O6Lyee 4ncno aspobHBIX MUKPOOPraHu3MoB - He 6onee Menee 20 KOEB 1T
10° KOE B 1 r (mn);
O0uiee 4YUCNO APONCKEBLIX U NINECHEBbIX rPUGoB: He MeHee 10 KOEs 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcytctBue B 1 1 (Mn). He o6HapyxeHo

8. | OAHOPOOHOCTb e P®, 09C.1.4.2.0008.18, cnoco6 1.

JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BhINONHAETCS,
10 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuye- AVy0=6,9%
CTBEHHOE COoAep)aHue KNonuaorpena JAOMKHO Haxo-
AWTbcs B MHTepsane 0,75-M ~ 1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 71,92 mr
ONPEQENEHUE B0 105,0 % oT 3aABNEHHOro KONUYecTsa) B ofHON Tab- (95,9%)
neTke.

10. | YIMAKOBKA Mo 10 TabneTok B KOHTYpHYIO siveikoBylo ynakoBky | 10 10 TaGneTok B KOHTYPHYIO SHYEWKOBYIO
(6nucTep) M3 NAEHKW NONWBUHUAXNOPUAHOW U cdonbrn | ynakoeky (6nuctep) ua nnexku NBX/MBOX n
anioMUHMEBON UNU B KOHTYPHYIO AYEMKOBYIO YNakoBky | ¢horibru anioMMHUEBON.

(6nuctep) n3 nnexkn NBX/MBAX n conbru aniomudue-

BOMN.

Mo 3 unn 6 KOHTYPHBIX AYeKoBbIX ynakoBok (6nucte- | Mo 3 KOHTYpHBIX AYEiKOBEIX YakoBoK (6nu-
poB) unv no 1 GaHke BMecTe C MHCTPYKLME No npumMe- | CTEPOB) BMECTE C MHCTPYKUMEN no npume-
HEHUIO B NAYKY KAPTOHHYIO. HEHWIO B NaYKy KaPTOHHYIO.

11. | MAPKUPOBKA MepsuyHas ynakoeka TepsuyHas ynakoska
Ha koHmyproii siyelikosoii ynakoeke (6riucmepe) Ha | Ha  koHmypHoli  suelikoeoil  ynaxoexe
PYCCKOM sI3biKE yKa3blealom: TOProBoe HaumeHoBaHue | (bnucmepe) Ha PYCCKOM A3bike YyKa3aHo:
npenapata ¢ npeaynpeauTenbHoi MapkupoBkoW ®, | ToproBoe HauMeHoBaHWe rnpenapata
MEXLYHApOAHOE HEenaTEeHTOBaHHOE HAUMEHOBaHWE W | NpeAyNPeAWTEnbHO  mMapkuposkoh  ®,
[JO3UPOBKY (Ha PYCCKOM W aHrMUACKOM fi3bikax), | MexayHapoaHoe HenaTeHTORaHHOe
NEKapCTBEHHYIO (HOpMy, HAUMEHOBaHME  TOBApHLIA | HAaUMEHOBaHWE U JO3MPOBKA (Ha PYCcCKOM W
3HaK (naTUHWUUEn) JepxaTens  PerucTPauWoHHOrO | AaHIMUWIACKOM  A3bIKax), nekapcTseHHas
Y4,0CTOBEPEHUS, HOMEP CEpUM, AaTy UCTEUEHWs cpoka | ¢opma, HaumeHoBaHWe TOBapHbIA 3HaK
rofHOCTH. (naTuHuUen) AepxaTens PErncTpaumoHHoro




«MpuHUMATE NO HAa3HAYEHMIO Bpayay», YCNOBUS OTRYCKa,
cnocob NPUMEHEHUS, HaANuCh «®» -
3aperucTpupOBaHHbIA  TOBapHBIA  3HAK»,  HOMeEp
CBUAETENBCTBA © pEerucrpauum TOBapHOro 3Haka,
HOMEpP pPerncTpaLnoHHOro yAoCTOBEpeHUs,
HaumeHoBaHue aepxarens PEerucTpaunoHHOro
YAOCTOBEPEHUS,, €r0 CTpPaHy W TOBapHbI 3HaK
(naTuHULEN), HauMeHoBaHWe, CTPaHy U ropos UpPMBbI-
NpousBOANTENSA, LUTPUX-KOZ, HOMEp cepuu, jparty
NCTEYEHNs Cpoka FOAHOCTM, wTpux-koa B dopmare
DataMatrix, rnobanbHuelil MAEHTUMDUKALMOHHBLIA HOMEp
TOProBO eAWHUUBI W WHAWBUAYANbHBIA CEpUIHbINA
HOMEp TOProBOMN eAnHULbI.

JlononHumeneHO Ha eMOPUYHOU yrnakoske (Ha nayvke
KapmoHHOU) Ha aHenulickoM S3biKe yKasblealom:
TOProBOE HauMeHOBaHMe fiekapCTBEHHOro npenapara,
MeXAYHapOAHOE HENATEHTOBAHHOE HaUMEHOBaHUE,
BO3NPOBKY, MNEKapCcTBEHHYIO OpMY 1 KONMUUECTBO
TabneTok B ynakoske, Hagnuce «Antiaggregant».
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Ne HanmeroBakve TpeboBanua HO PesynbTaTbl aHanu3a
n/n nokasarens P y
YAOCTOBEpEHUS, HOMEP cepuy, aara
UCTeYeHNA CPOKa FOAHOCTH.
Bmopu4Has ynaxoeka Bmopuy4Has ynakoeka
Ha kapmoHHOil nayke Ha PYCCKOM $i3bike yKa3sbigatom. | Ha kapmorHOU nauke Ha pycCcKom si3bike
TOoprosoe HauMeHoBaHune npenapara [of YyKa3aHo:. Toproeoe HauMmeHoBaHune
npeaynpeautensHoi mapkupoBkoid ®, mMexayHapoaHoe | npenaparta c npejynpeauTensHO
HenaTeHToBaHHOe HanmeHoBaHue, H03NPOBKY, Mavanposkoﬁ ®, MeXAyHapoaHoe
(hapmakoTepaneBTUYECKYIO pynny, I€KapCTBEHHYI0 | HenaTeHToBaHHoe HauMeHoOBaHue,
(bopmy ] Konn4yecTBoO TabneTok B ynakoeke, AO3UPOBKA, d)apmaKOTepaneBTquCKaﬂ
HaMMEHOBAHUE U cojepxaHue  AeicTByioujero | rpynna, neKapcTBEHHas copma [}
Beulectea B OAHOVI TaﬁneTKe, YCINOBMA XpaHeHuA, KonuwyecTBo TabneTok B YNakoBKe,
npeaynpeantenbHele Haanucu «COAep)KI/IT NakTo3bl HanMeHoBaHue u copepxkaHue
MOHOrUApaT», «XpaHWTb B HE[OCTYNHOM ANA AeTed | ASACTBYIOLIEro BelwecTsa B OAHOW
MecTey, «Mepen, NpUMEHEHUEM npenaparta | Tabnetke, ycnosus XpaHeHus,
O3HAKOMbTECH € npuiiaraemon VHCTPYKUuel», | npeaynpeauTenbHsie Haanucn «Copepxut

NaKTo3bl  MOHOTMAPaT», «XpaHuTb B
HEAOCTYNHOM Ans AeTek mecte», «[lepeg
npUMeHeHWeM npenapaTta O3HaKOMbTECh C
npunaraemoit MHCTpyKkumen», «lMpuHnmarts
Nno Ha3HaAJYEHWUId Bpava», YCNOBUSA OTrycka,
cnoco6 npumeHeHwsd, Hagnucb «®» -
3apEerUCTPUPOBaHHBIN  TOBAPHBLIA  3HAK»,
HOMEpP CBWAETENLCTBA O perncrpauun
TOBapHOro 3Haka, Homep PerncTpaUnoHHOro
YAOCTOBEPEHUA, HAMMEHOBaHUE AepxaTens
PEerncTpauuoHHOro  YAOCTOBEPEHUsl, €ro
CTpaHa ©u TOBapHbIA 3HaK (NaTUHULER),
HaMMEHOBaHuUe, CTpaHa U ropoa upMbl-
NPON3BOAUTENSA, LUTPUX-KOA, HOMEP cepun,
AaTa UCTEYEHWA CPOKa FOAHOCTU, LUTPUX-
kos B bopmate DataMatrix, rmobanbHblii
WAEHTNMUKALUVOHHBIA  HOMEP ~  TOProBoi
eAMHALLI U UHAMBUAYANbHBIA CEePUIAHBLIA
HOMEp TOProBoW eAnHULbI.

LononHumensHo Ha 6mMOPUYHOU ynakoske
(Ha na4xke KapmoHHoOU) Ha aHanuickom
S3bIKE yKa3aHO. TOPIrOBOE HauMEHOBaHMWe
NeKapCTBEHHOro npenapara,
MEXAYHapoaHoe HenaTeHToBaHHOE
HauMeHOBaHWe, 5,03MPOBKaA, NIeKapCTBEHHARA
chopma n koNMuecTBo TabnNeToKk B ynakoske,
Haanucb «Antiaggregant».

12. | CPOK TOAQHOCTU 2 ropa CooTeeTCTBYET
3akntoueHue: CooTBeTCcTBYET T Nn-006376-290720, u3m. Net, 2, 3, 4
HauanbHuk OKK: Bonkosa O.b.

Hata Bbinycka OKK: «30» uioHa 2025 r.




