MACHIOPT Ne 536/25 ALOULIELL
cTp. 1 m3 2
4“&% OTAEN KOHTPONSA KAYECTBA
— NuueHaus Ne J1012-00102-77/00010585
MAKU3DAPMA ,
HQQ#EEST%HME Mnarpun® TabneTkn, NOKPbITbIE NNEHOYHOU OGONOYKON, 75 Mr
109029, r. Mookea HOMEP CEPWM: PL1320525
o b eHE PO T ATA IPOWBBOACTBA: | 21.05.2025
ggg:::g g: FOAEH [0: 31.05.2027
cTpoeHve 8 OBBEM CEPUM: 9 384 ynak. N230
Ten.: (495) 981-00-88 NMPOU3BORUTENb: 000 «MAKU3-®APMA»
AHANK3 NO: nn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: Mpu Temnepatype He Bbiwe 25 °C.
Ne HaumeHoBaHue
nin noxasaTens Tpe6oBanusa HJ Pe3ynbTaTthl aHanusa

1. | ONMUCAHUE

Busyanbhsiis. Kpyrnble pBOAKOBbiNyknblie Tabnetku ¢
chacko, NOKpbITbIE NNEeHOMHOW 06GOoNoYKOW PO30BOrO
useTa.

Kpyrnele aBoskoBbinyknbie Tabnetkn ¢ dac-
KOW, MOKPBITBIE MNEHOYHOW OGONOYKOW po-
30BOro LBeTa.

2. | NOANMWHHOCTDbL

Y®-cnekrpochoTomMeTpusa. Y®O-cnektpbl  MOFMOLLEHUS
MCNLITYEMOrO U CTaHAAPTHOro PacTBOpoB B o6nacTn ot
250 a0 300 HM fOMKHBI UMETb MaKCUMYMb! MPU OAHUX U
Tex Xe ANVHaxX BOJMH.

B3XX. Bpems yaepXuBaHWS OCHOBHOFO NWKa Ha Xpo-
MaTorpaMmme UCNbITYEMOro pacrBopa AOMMKHO COOTBET-
CTBOBaTb BPEMEHM YAepXvBaHWS Nuka knonugorpena
Ha XpomaTorpamme CTaHAapTHOTO pacTeopa (pasaen
«KonuuectseHHOE onpeaeneHne»).

Y®-cnekTtpodoroMeTpust. YO-cnekTpbl no-
rMOWEHNs MCNLITYEMOrO 1 CTaHAAPTHOrO
pacteopoB B obnactu oT 250 o 300 Hm
UMEIOT MaKkCUMyMbl MPU OJHMX U TEX Xe
ANUHAX BOJH.

B3XX Bpems ypepxvuBaHUA OCHOBHOrO nu-
Ka Ha XpomarorpaMmme WCnbITYEMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAEPXUBA-
HWA NKUKa KNONWAOTPENa Ha XxpomaTorpamme
CTaHaapTHOro pacrteopa (pasgen «Konuue-
CTBEHHOE ONnpefeneHne»).

3. | CPEOHAA MACCA

re Po, 09C.1.4.2.0009.15.

Ot 248,56 10 263,94 mr (256,25 mr 3,0 %). 287,96 mr (+0,7%)
4. | PACTBOPEHUE re Po, 09C.1.4.2.0014.15, (99%)
Y®-cnekrpodhoToMeTpUS. 94%
He meHee 80 % (Q) oT 3asBNEHHOrO Konu4ecTsa Knomnu- 107%
porpena yepes 30 MUHYT. 95%
94%
107%
95%
5. | POOCTBEHHbIE B3XKX.
APUMECHU Mpumeck A — He Gonee 1,2 %, 0,05%
npumeck C — He Gonee 1,5 %; 0,03%
eAUHUIHAA HeuaeHTU(ULMPOBaHHaA npumeck — He Go- 0,01%
nee 0,2 %;
| _cymma npumecen — He 6onee 2,5 %. 0,11%
6. | BOOA e PO, 09C.1.2.3.0002.15, metoa K. duwepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBNOITOMMYECKAA

YUCTOTA

TP PP, 09C.1.2.4.0002.18, kaTeropus 3A.

O6Lee uncno aspobHbIX MUKPOOPraHU3MoB - He Gonee
10° KOE B 1 r (MN);

OOLee uucno ApOMOKEBLIX W MNECHEBbIX rPuboB: He
Gonee 10° KOE B 1 1 (mn);

MeHee 20 KOEB 1T

Menee 10 KOEB 1T

Escherichia coli: otcytctBue B 1 1 (mn). He o6HapyxeHo
8. | OQHOPOOHOCTbL re P®, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnosue He BLINONHAETCS,
70 AV £ 15,0 % (n = 30), n aAns 30/30 TabneTok Konuue- AVi0=6,8%
CTBEHHOE cojepXaHue knonuaorpena AOMKHO Haxo-
AuTbCs B uHTepsane 0,75-M — 1,25-M.
9. | KONMUYECTBEHHOE B3XX. OT 71,25 go 78,75 mr knonuaorpena (ot 95,0 % 74,09 mr
OMNPEQENEHUE A0 105,0 % oT 3asBNEHHOTO KONMYecTBa) B OfHOI Tab- (98,8%)

neTke.

10. | YNAKOBKA

Mo 10 TabneTok B KOHTYPHYIO RYEMKOBYIO YNaKOBKY
(6nvctep) M3 NNEHKU NONMBUHUNXIOPUAHOW N honbrn
aniOMUHUEBOW WM B KOHTYPHYIO SMEWKOBYIO YrNakoBKY
(6nuctep) n3 nnexku NBX/MBOX n donbru aniomMuHue-
BOWA.

Mo 3 unn 6 KOHTYPHBIX AYENKOBBIX ynakosok (bnmcrte-
poB) unu no 1 6aHke BMeCTe C UHCTPYKUMEHA No npume-
HEHWIO B Nayky KapTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO
ynakosky (6nuctep) n3 nnexkn NBX/MBAX n
hosibr antoMNMHNEBON. ‘

Mo 3 KOHTYPHBIX AYENKOBbIX YNakoBok (6nu-
CTEpoB) BMeCTE C MHCTPYKUMEl no npume-
HEHUIO B NaYKy KapPTOHHY!O.

11. | MAPKUPOBKA

MepesuyHas ynakoska

Ha koumypHoll suelikoeoll ynakoeke "(bnucmepe) Ha
PYCCKOM si3blKe yKa3biealom: TOProBOe HaumeHOBaHue
npenapata ¢ NpeAyNpeAUTenkBHOA MapkupoBkon ®,
MEXAYHApOAHOE HENnaTeHTOBaHHOE HAUMEHOBaHWe |
LO3UpoBKY (HA PYCCKOM M AHIMAWACKOM  SA3blKax),
NeKkapcTBEHHyl0 ¢opMy, HauMeHOBaHME  TOBAPHBLIN
3HaKk (NaTuHMUEN) AepxaTens perncTpauroHHOro
YAOCTOBEPEHNA, HOMEp Cepwi, AaTy UCTeYeHWa cpoka
rOAHOCTH.

lMepsuy4Has ynakoeka

Ha koHmypHoli  sqelikosoli  yrakoske
(bnucmepe) Ha pYyCcCKOM s3biKe yKa3aHo:
TOproBOe HavuMeHOBaHWe npenapata c
npeaynpeAuTEnbHOW  mapkupoBkod  ®,
MEXAYHapoagHoe HENaTEHTOBAHHOE
HauMeHOBaHue 1 J03MPOBKa (Ha PYCCKOM i
aHrnuWilckoM  A3blkax),  NekapcTBeHHas
dopma, HaUMEHOBAHME  TOBAPHBIA 3HaK
(naTuHUUER) AepxaTens perncTpaunoHHOro




«MpuHKUMaTL NO HAa3HAYEHWIO Bpa4a», yCNOBUSA OTNyCKa,
criocoG ~  TipiMEHEHNS,
3aperucCTpMpoBaHHbIA  TOBApHLIA  3HaK»,  HOMEp
CBMETENbCTBA O perucTpauum TOBapHOrO 3HakKa,
HOMep pPerncTpaLmoHHoro YAOCTOBEPEHNS,
HauMeHOBaHue aepxarens PErncTpaLnoHHOro
YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbii  3HaK
(naTuHuueit), HauMmeHoBaHue, CTpaHy 1 ropos upMbl-
NPOM3BOANTENA, LUTPWUX-KOA, HOMEP cepun, Aarty
MCTEYEHUss CpOKa FOAHOCTM, LUTPUX-KOA B chopmare
DataMatrix, rno6asibHblii MAEHTUPUKALIMOHHBIA HOMEDP
TOProBON EAMHULbI U UHAUBUAYANbHBIA CEPUNHBIA
HOMEP TOProBOI eAUHULLI.

HononHumensHo Ha emopuyHoll ynaxkoeke (Ha nauxe
KapmoHrHOU) Ha aHanulicKkoM $I3bIKe  yKa3blearom:
TOProBOE HauMeHOBaHWe fiekapCTBEHHOro npenapara,
MEXAYHAPOAHOE HEMaTEHTOBAHHOE HaWMEHOBaHMe,
RO3UPOBKY, INEKapPCTBEHHYID (OPMY M KONMUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggregant».

Hagnuce —  «®» S
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NPENAPATA: I1narpm1® 'ra6neTKu, NOKpbITbie NNeHOYHOU OGOI'IO‘IKOM, 75 mr
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AHANN3 NO: JIMN-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHMUE: MNpu Temnepatype He Bblwe 25 °C.
Ne HaumeHoBaHue
nin nokazatens Tpe6oBaHusa HO PesynbTtatbl ananusa
YAOCTOBEPEHNs,, HOMep cepuu, JaTta
UCTEUEHUA CpoKa FOAHOCTH.
Bmopu4Has ynakoeka Bmopuynas ynaxkoeka
Ha kapmonHOl nayke Ha PYCCKOM 5i3blke yKasbieaiom: | Ha KapmoHHOU rayke Ha PYCCKOM $i3blke
TOpProeoe HanMeHoBaHwe npenaparta C | yKkasaHo: TOproeoe HauMeHoBaHne
npeaynpeauTensHONW mapkuposkoi ®, mexayHapogHoe | npenapata c npeaynpeauTensbHol
HenaTeHToBaKHOe HanmeHoBaHue, [,03MPOBKY, | MapKUpPOBKON ®, MEXAYHapoaHoe
chapmMakoTepaneBTUUECKYl0 TPynny, NEKapCTBEHHYI0 | HenaTeHTOBaHHOE HauMeHOBaHMe,
cdopMy ¥ konuyecTBo Tabnetok B ynakoske, | AO3MPOBKa, chapmakoTepaneBTu4eckas
HauMeHoBaHWe W COAEepXaHue  AelicTBylowero | rpynna, nexapcTBeHHas dopma "
BellecTBa B OAfHOM TabneTke, ycnoBWA XpaHeHus, | konudecTBO  TabneTok B ynakoBke,
npeaynpeautesnbible Hagnucn «COBEPXUT NakTo3bl | HauMeHoBaHWe n COAepXaHue
MOHOTUAPAT», «XpaHUTb B HEAOCTYNHOM ANA AETEeN | AEUCTBYIOLIEr0  Bewecrsa B OAHOM
MecTe», «Mepeg NpuMeHeHWem npenaparta | Tabnetke, ycnosust XpaHeHwus,
03HaKOMbTECH c npunaraemolr - UHCTPyKUWEy, | npeaynpeautenbHeie Hagnuen «Cogepxut

NaKTo3bl  MOHOMMAPATY,
HepoCTYyNnHOM ANA AeTell mectex», «llepes
NPUMEHEHMEM npenaparta O3HaKOMbTECH C
npunaraemon UHCTpykumeny, «lpuHumarte
no HasHaueHMWio Bpaya», YCNOBUA OTNYCKa,
cnoco® npumeHeHua, Haagnuce «®» -
3apErMCTPUPOBAHHLIA  TOBAPHBIA  3HAKY,
HOMEpP cBMAETENbCTBA O perucTpauun
TOBAPHOro 3HaKa, HOMep PErncTPaLMoOHHOro
YAOCTOBEPEHUSA, HAUMEHOBAHMNE AepXaTens
PEruCTpaLUoOHHOrO  yAOCTOBEPEHUSA, €ro
CTpaHa W TOBapHbIi 3HAK (NaTUHMLENR),
HanMeHoBaHWe, cTpaHa U Topos (UpMbI-
NpoOU3BOAUTENSA, LUTPUX-KOZ, HOMEP CEpuH,
AaTa WUCTEYEHWA CpoKa FOAHOCTM, LLTPUX-
kog B chopmarte DataMatrix, rmo6anbHuIn
NAEHTUMDUKAUNOHHBIA  HOMEpP  TOProBsoi
€AVHALUbI U WVHAMBUAYAMbHBIA CEepUAHBIA
HOMEp TOProBOW eAuHNLIbI. '

«XpaHute B

HononHumensHo Ha emopuyHoll ynakoske
(Ha nayke KapmMoOHHOU) Ha aHanulcKkoM
A3blKe YyKa3aHO. TOProBoe HauMeHOBaHue
nekapcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHMe, A03UPOBKa, NeKapCTBEHHan
cdopma 1 konmuecTso TabneTok B ynakoBke,

Haanuck «Antiaggreganty. '

12. | CPOK rogHOCTU

2 ropa

CootseTcTBYET

- 3aknueHue:

HauvansHuk OKK:

DaTa Bbinycka OKK: «10» uioHst 2025 r.

M-006376-290720, uam. Ne1, 2, 3, 4

BonkoBa O.B.J

i




