MACIOPT Ne 435/25 KU
cTp. 1u3 2
Z'A OTAEN KOHTPONA KAYECTBA
Jinuensus Ne J1012-00102-77/00010585
MAKU3DAPMA (e
Hﬁg# E;I STBA‘:‘H”E Mnarpun® TabneTku, NOKpPbITbIE NSIEHOYHOW 0GONOUKON, 75 Mr
109029, 1. Mockea | HOMEP CEPUM: PL1230425
aom, o T ATA TIPONSBOACTBA: | 10.04.2025
Crpoene 5, TOREH HO: 31.03.2027
cTpoeHwe 8 OBbEM CEPUMN: 9 430 ynak. Ne30
Ten.: (495) 981-00-88 nPOVl3BOﬂ,VITEﬂb: 000 «MAKM3'¢APMA»
AHAJIUS MNO: JIN-006376-290720, usm. Ne1, 2, 3, 4
XPAHEHUE: MNpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue
n/n noxasartens Tpe6osanua HA PesynbTaThbl aHanusa

1. | ONMUCAHUE

BusyaneHem. Kpyrnble ABOAKOBbiNyknbie TabneTku ¢
chackoil, NOKpbITbIE NeHOYHOW 06OoMouKo PO30BOro
useta.

Kpyrnele aBosikoBeinyknble Tabnetku ¢ dac-
KO, NOKPbITbIE NNEHOYHOW OBONOYKOW po-
30BOroO LIBETA.

2. | TOATMHHOCTD

Y®-cnektpodoTtoMeTpua. YO-cnekTpbl NOrnoLieHnA
UCNLITYEMOro U CTaHAapTHOrO pacTeopos B obnactu oT
250 p0 300 HM AOMKHBI UMETE MAKCUMYME! NPN OAHUX 1
TeX e ANMHaxX BOJH. .

BOXX. BpemAa yaepxuBannsi OCHOBHOIMO nuka Ha Xpo-
MaTorpamMmme MCNBITYEMOro pactsopa JOJDKHO COOTBET-
CTBOBaTb BPEMEHU YAepXMBAHUS NuKa knonugorpena
Ha XpomaTtorpaMmme CTaHAapTHOro pacrteopa (pasaen
«KonnuyecteeHHOe onpeaeneHmne).

Y®-cnektpodoTtoMeTpusa. YP-cnekTpbl no-
rNOLLEHNA UCMBITYEMOTO M CTaHAApPTHOro
pacTteopoB B o6nactu ot 250 go 300 Hm
MMEIOT MaKCUMyMbl NpU OAHUX W TEX Xe
ANUHaX BOMH.

BIXX Bpems yaepXmBaHns OCHOBHOMO nu-
Ka Ha XpomaTorpaMMe WCNbITYEMOro pac-
TBOpa COOTBETCTBYET BPEMEHU YAepxuBa-
HUS NUKa KNONUAOrpena Ha xpomartorpaMmme
cTaHpapTHoro pacrsopa (pasaen «Konwue-
CTBEHHOE ONpEeAENIeHne»). -

3. | CPEQHAA MACCA

re P, 09C.1.4.2.0009.15.
Or 248,56 p0 263,94 mr (256,25 mr + 3,0 %).

261,41 mr (+2,0%)

4. | PACTBOPEHWE T® PP, 09C.1.4.2.0014.15, {98%)
Y®-cnekrpodoTomMeTpUs. 99%
He menee 80 % (Q) oT 3anBneHHOro kKonuM4YecTsa Knonu- 98%
aorpena uepes 30 MUHYT. . 98%
98%
98%
98%
5. | POOACTBEHHbIE B3IXX.
NMPUMECH Mpumechb A — He Gonee 1,2 %; 0,05%
npumeckb C — He 6onee 1,5 %; 0,16%
€AVHNYHAA HenpeHTnduynpoBaHHas npumect — He 6o- 0,01%
nee 0,2 %;
cyMMa npumecei — He Gonee 2,5 %. 0,24%
6. | BOOA F® PO, 09C.1.2.3.0002.15, meTon K. Puwepa.
He 6onee 7,0 %. 1,4%

7. | MUKPOBUONOMNYECKASA
YUCTOTA

r® P®, 090C.1.2.4.0002.18, kaTeropus 3A.

O6wee uncno aspobHBIX MUKPOOPraHM3MOB - He Gonee
10° KOE B 1 1 {(MN);

O6Lee 4YuCnO APONOKEBLIX U NNECHEBLIX TPUBOB: He
Gonee 10° KOE B 1 1 (Mn);

MeHee 20 KOEB 1T

MeHee 10 KOEB 1T

Escherichia coli: otcytcTBue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTb re PO, 09C.1.4.2.0008.18, cnocob 1.
LBO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbiNONHAETCS,
70 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konuye- AVio=5,4%
CTBEHHOE COAEpXaHwe knonuaorpena JAOMKHO Haxo-
AuTbCA B uHTepeane 0,75-M — 1,25-M.
9. | KONMUWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 77,06 mr
ONPEOENEHUE Ao 105,0 % oT 3anBneHHoro konnyecrsa) 8 0AHOA Tab- (102,7%)

neTtke.

10. | YIAKOBKA

Mo 10 TabneTtok B KOHTYPHYIO SYEWKOBYIO YMaKOBKY
(bnucTep) U3 NNEHKN NONMBUHWIXJIIOPUAHOW U onbru
aNOMUHNEBON UMW B KOHTYPHYIO SIYENKOBYIO YNakoBKY
(6nuctep) u3s nnexkn NBX/MBOX u doneru anoMuHne-
BON. :

Mo 3 unn 6 KOHTYPHbIX AYEAKOBLIX YnakoBok (Gnucre-
poB) unu no 1 6aHke BMeCTE C MHCTPYKUMEN NO NpUMe-
HEHUIO B NAYKY KAPTOHHYIO.

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYIO
ynakoBky (6nucrep) ua nneskn NBX/MNBAX wn
honbrn anioMMHUEBON.

0 3 KOHTYPHBIX A4EKOBbIX YNakoBoK (6nu-
CTEepoB) BMeCTe ¢ WHCTPyKUUEeh no npume-
HEHMIO B NaYKy KapPTOHHYIO.

11. | MAPKUPOBKA

MepsuyHas ynakosKa

Ha koHmypHoii sivetikoeoll ynakoeke (bnucmepe) Ha
PYCCKOM 5i3biKe yKa3bligalom. TOProBoe HaumeHoBaHue
npenapata ¢ npeaynpeauTenbHon mapkuposkod ®,
MEXAYHApPOAHOE HENaTeHTOBaHHOE HauMEHOBaHue u
AO3NPOBKY (HA pYCCKOM ¥ aHFNUACKOM  si3blkax),
fiekapcTBeHHyIo (hOpMy, HaWMEHOBaHWE  TOBApPHbIW
3HaK (naTuHUUER) AepxXatens PperncTpalnoHHOro
YAOCTOBEpPEHUS,, HOMEP Cepun, AaTy MUCTEYEeHUs cpoka
rOAHOCTU.

lMepeuyHas ynakoeka

Ha konmyprol suelikosoli  ynakoske
(bnucmepe) Ha pycCKOM S3biKe YKa3aHo:
TOproBoe HaMMeHOBaHWe npenapara ¢
npeaynpeauTencHon  Mapkuposkon — ®,
MEXIYHaPOAHOE HEenaTeHTOBaHHOE
HaMMEHOBaHUE U AO3MPOBKA (HA PYCCKOM U
aHrnuiickom  A3bikax),  NekapcTBeHHas
dopma, HaUMEHOBaHWE  TOBAapHBIA 3HaK
(naTuHuuen) aepxartensa perncTpaunoHHOro




«lMpuHUMaTL NO Ha3HAYEHUIO BpaYa», YCNOBUA OTRYCKA,
cnocob NPpYUMEHEHUS, HannMuch «®» -
3apEerncTpMpoBaHHbIi  TOBAPHBIA  3HAK»,  HOMEP
CBUAETENbCTBA O pEerucTpauun TOBAPHOrO 3HaKa,

Homep perncTpaLmnoHHoro YAOCTOBEPEHUS,
HanMeHoBaHue Aepxarens perucTpauuoHHoro
YAOCTOBEPEHUs, €ero CTpaHy W TOBapHLIM  3HaK

(naTuHUUen), HaumeHoBaHKe, CTpaHy 1 ropos (UpMBbI-
NPOM3BOAWUTENS, LUTPUX-KOA, HOMep cepuu, paTy
WUCTEYEHUA CPOKa FOLHOCTM, LUTPUX-Kog B chopmarte
DataMatrix, rnoGanbHblfi MASHTUDUKAUUOHHBIN HOMEP
TOProBO eAWHULBI W MHAWBWAYASbHLIA  CepUiiHbIA
HOMEP TOProBoW eANHULbI.

HorionHumensHO Ha emopuyrol ynakoeke (Ha nauyke
KapmowrHol) Ha aHenulickoM $i3bike yKa3sblearom:
TOProBOE HauMeHoBaHWE NeKapcTBEHHOro npenapara,
MEXAYHAPOAHOE HENATEHTOBAHHOE HauMeHoBaHue,
AO3NPOBKY, NEKAPCTBEHHYI0 (DOPMY WK  KONMUYECTBO
TabneTok B ynakoBke, Hagnucb «Antiaggregant».

KK-006/398
NMACHOPT Ne 435/25
cTp. 2 U3 2
é OTAEN KOHTPONA KAYECTBA
Nuuyensua Ne J1012-00102-77/00010585
MAKU3®APMA " HAUMEHOBAHME Ny y
NPENAPATA: Mnarpun® TabneTku, NOKPbITbie NNEHOYHON 06ONoYKOM, 75 Mr
2\0922%5 r. Mocksa o HOMEP CEPUN: PL1230425
BTOMODUINbHBIW OPO B
AOM 6, B HOATA NPOU3BOLACTBA: 10.04.2025
CTPOBHM® 4, TOAEH A0: 31.03.2027
cTpoeHue 6,
cTpoeHME 8 OBBEM CEPWUN: 9 430 ynak. Ne30
Ten: (405) ss1-0088 |- NP ONSBOIMTEN: 000 «MAKM3-GAPMA»
AHANN3 NO; INnn-006376-290720, uam. Ne1, 2, 3, 4
XPAHEHUE: MNpu Temnepatype He Bbie 25 °C.
Ne HaunmeHoBaHue
nin nokasatens Tpe6oBaHus HO Pe3ynbTathl aHanusa
YAOCTOBEpeHus, HOMEP cepuu, AaTa
UCTeYeHUsA CpoKa rogHoCTN.
Bmopuy4Has ynakoeka Bmopu4Has ynakoska
Ha kapmoHHOili navke Ha PycCKOM Si3bike ykasbigaiom: | Ha kapmoHHO{ nauyke Ha pYyCCKOM Si3bike
TOproBoe HanmeHoBaKue npenapara o YKa3aHo. Toprosoe HaumeHoBaHune
npejynpeauTenbHOl mapkmpoBkon ®, mexayHapogHoe | npenaparta [ npeaynpeanTenbHON
HenaTeHToBaHHOe HaumeHoBaHune, AO3NPOBKY, MapKMpOBKOﬁ ®, MexayHapoaHoe
q>apma|<o1'epanes'ruqecxy|o rpynny, nexkapCTBeHHYIo HenaTeHToBaHHOE HanMeHoBaHue,
cdopMy ¥ KONMUYECTBO TabneTok B  yNakoBKe, | A03UPOBKA, cthapmakoTepaneBTu4ecKas
HanMmeHoBaHue n cozepxaHue AeﬁCTByIOLLleFO rpynna, nekapcTeeHHan cbopma ]
Belecrsa B OAHOVI TaﬁneTKe, yCrioBuA XpaHeHus, Konu4ecrso TabneTok B ynakoeke,
npeaynpeautenHele Hagnucu «Cop,epmvn' JTaKTO3bl HanMmeHoBaHue n coaepxaHme
MOHOTnapaT», «XpaHMTb B HeAOCTYnHOM AnA .queﬁ AGVICTByIOLuGI’O BeuwlecTsa B OAHOI?'I
MecTey, «lMepea NPUMEHEHUEM npenapata | Tabnetke, yCrnoBus XpaHeHus,
O3HaKoOMbTecCb c npvmaraemoﬁ VIHCprKLWIeI‘/'I», npeaynpeaunTenibHblie Haagnucu «Cop,epmm

nakTo3bs!  MoHorMapaT», «XpaHute B
HEeAOCTYNMHOM ANR aeTell mecTe»,; «fepeg
NpMMeHeHUeM npenaparta O03HAKOMBTECH C
npunaraeMonl MHCTpykuuewny», «lMpuHumaTts
No Ha3Ha4YeHWIo Bpauay, YCNoBUA OTNycKa,
cnoco6 npumeHeHusi, Hagnuce «®» -
3aperncTpUMpoOBaHHbIA  TOBApHbIA  3HAK»,
HOMEp CBMAETENLCTBA O  perucTpauuun
TOBapPHOro 3Haka, HOMep PErncTpaLMoHHOro
YAOCTOBEPEHNA, HAMMEHOBaHKe AepaTtens
PEerucTpaLuoHHOro  yAOCTOBEPEHMA, ero
CTpaHa 1 TOBapHbIN 3HAK (naTuHUUeNR),
HaumMeHOBaHve, CTpaHa U ropod UpMbI-
NpousBoAUTENA, LUTPUX-KOA4, HOMEP Cepuu,
AaTa UCTEYEHUA CPOKa FOZHOCTH, LUTPUX-
koa B hopmare DataMatrix, rmofanbHbii
AEHTUDUKALMOHHBIA  HOMEP  TOProBoOW
€ANHNLUBL M MHAUBUAYaNbHbLIA CEePUNHbIA
HOMEp TOProBOM e uHNLbI.

HononHumernsHo Ha emopuyHol yrakoeke
(Ha nayke KapmoHHOU) Ha aHanuilicKkom
A3bIKE YKa3aHO: TOProBOe HavMMeHOoBaHWe
nexapcTeeHHOro npenapara,
MexayHapoaHoe HenaTeHTOBaHHOe
HauMEHOBAHME, A03MPOBKA, NEKAPCTBEHHAA
cdopma n konnuecTaso TabneTok B ynakoske,
Haanuch «Antiaggregant.

12. | CPOKIroAHOCTHU

2ropa

CooTBeTCTBYET

| 3aknoueHue:

HauyanbHuk OKK:

Dara Bbinycka OKK: «29» anpens 2025 r.

16-290720, nam. Ne1, 2, 3, 4

// Bonkosa O.b.




