NACINOPT Ne 279/25 LU
4 cTp. 1 M3 2
j ﬁk OTOEN KOHTPOJA KAYECTBA
Vol INuuensust Ne J1012-00102-77/00010585
MAKM3DAPMA
:QE#EEETiAHME Mnarpun® TabneTkn, NOKPbITbie NNEHOYHOK 06ONOYKON, 75 Mr
2\ 0902&21),6 r. Mocksa HOMEP CEPUN: PL1070225
oo AR IPOSA: [T ATA NPOWBBOACTBA: | 16.02.2025
gzgg::: g, FOREH AO0: 28.02.2027
cTpoeHne 8 OBBEM CEPUN: 9 701 ynak. Ne30
Ten. (495) 981-00-68 NPOU3BOAUTEND: 000 «MAKU3-®APMA»
AHANWU3 NO: NnN-006376-290720, uam. Ne1, 2, 3
XPAHEHME: Mpu Temnepartype He Buiwwe 25 °C.
Ne HaumeHoBaHue
nln nokasaTens Tpe6oBanua HY PesynbTathl aHanusa

1. | ONMTUCAHUE

BusyanbHbliA. Kpyrnble ABOAKOBbINyKNble TabneTkw ¢
hackomr, NOKPLITEIE MNeHoYHOW O6ONoYKOW pPO30BOro
useTa.

Kpyrnble aBosikoBbInykibie TabneTku ¢ gac-
KOW, MOKPbITEIE NNEHOYHOW OBONOYKON Po-
30BOro LBeTa. |

2. | NOANUHHOCTb

Y®-cnektpocoromeTpus. Y®D-cnekTps! NOrnmoLleHns
MCNLITYEMOrO U CTaHAAPTHOTO PacTBOPOB B obnactu ot
250 Ao 300 HM AOMKHBI UMETH MAKCUMYMb! NPU OAHUX 1
TeX e JNUHAX BOIH.

B3XX. Bpems yaepxuBaHUA OCHOBHOrO NMKa Ha Xpo-
MaTorpaMme MChbITYeMoro pacteopa AOMMKHO COOTBET-
CTBOBaTb BPEMEHW YAepXWBaHWs NUKa knonugorpena
Ha XpomaTorpamme CTaHAApPTHOrO pacTeopa (pasgen
«KonnuecteeHHoe onpefeneHne).

Y®-cnektpodoTtomeTpus. YP-cnektpsl no- |
FIOWEHNA UCMBITYEMOrO U CTaHAapTHOro
pacTteopoB B ob6nactu ot 250 go 300 Hm
UMEIOT MaKkCUMyMbl NPU OBHMX WK TeX Xe
ANMHAX BOJH.

B3XKX Bpems yaepxunBaHus OCHOBHOFO Nu-
Ka Ha XxpomaTorpaMme WCMbLITYeMOoro pac-
TBOpa COOTBETCTBYET BPEMEHU YAEpPXuUBa-
HUA MUKa KNONUAOrpena Ha xpomarorpamme
cTaHpapTHOro pacrsopa (pasaen «Konuue-
CTBEHHOE ONpeAeneHne»).

3. | CPEQOHAA MACCA

re Po, 0®C.1.4.2.0009.15.
Ot 248,56 A0 263,94 mr (256,25 mr £ 3,0 %).

259,96 mr (+1,4%)

4. | PACTBOPEHUE re PO, 09C.1.4.2.0014.15, (97%)
Y®-cnektpodoromeTpusi. 97%
He menee 80 % (Q) oT 3aABNeHHOr0 KONUYeCTBa KNonu- 95%
porpena uepes 30 MuH. 99%
100%
96%
98%
5. | POOCTBEHHbIE BOXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %, 0,12%
npumeckb C — He Gonee 1,5 %; 0,19%
€AVHUYHAA HenaeHTuhULMpoBaHHasa npuMeck — He Go- 0,02%
nee 0,2 %;
cyMMa npumecen — He Gonee 2,5 %. 0,35%
6. | BOOA e PO, 09C.1.2.3.0002.15, meToa K. Guwepa.
He 6onee 7,0 %. 0,7%

7. | MUKPOBUONOIrM4YECKAR
YACTOTA

'® PP, 09C.1.2.4.0002.18, kateropus 3A.

O6bLiee Yucno aspobHbBIX MUKPOOPraHM3MOB - He Honee
10° KOE B 1 (Mn);

ObLwee 4UnCnO APOXCKEBBIX M MMECHEeBbIX rpuboB: He
6onee 10° KOE & 1 r (mn);

MeHee 20KOEB 1T

MeHnee 10 KOEB 1T

Escherichia coli; otcyTcrBue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOAOHOCTb ro PO, 09C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
To AV £ 15,0 % (n = 30), n ana 30/30 TabneTok konuue- AVio=4,0%
CTBEHHOE coAepXaHWe KNOoMuAorpena J[OMKHO Haxo-
AUTbCA B MHTepBane 0,75-M —'1,25-M.
9. | KONNYECTBEHHOE B3XX. Ot 71,25 go 78,75 mr knonugorpena (ot 95,0 % 73,33 mr
ONPEOENEHUE Ao 105,0 % oT 3anBNEHHOTO KONUYECTBA) B OAHON Tab- (97.8%)

neTvke.

10. | YNAKOBKA

Mpu npouseodcmee, ¢hacoske u/unu ynakoexke Ha OO0
«MAKU3-QAPMA»:

Mo 10 TabneTok B KOHTYPHYIO AYEMKOBYIO YNaKOBKY
(6nncTep) U3 NNEHKU NOMMBUHUNXIIOPUAHON U OnbBrn
anioMUHUEBON WNKU B KOHTYPHYIO AYEMKOBYIO YNaKkoBKY
(6nuctep) n3 nnenku MBX/MBAX n chonbru anomunue-
BOW.

Mo 3 unu 6 KOHTYPHBIX AYEKOBbLIX ynakoBok (6rniucte-
poB) unu no 1 6aHke BMECTe C MHCTPYKUMEN No npume-
HEHW!O B NaYKy KapPTOHHYIO.

lMpoussodcmeo, ¢hacoeka U ynakoeka Ha
Q00 «MAKN3-QAPMA»:

Mo 10 TabneTtok B KOHTYPHYIO A4EAKOBYIO
ynakoBky (6nuctep) na nnexku NBX/MBAX n
honbrn antoMnHNEBON.

Mo 3 KOHTYPHBIX AYEKOBLIX ynakoBok (Gnu-
CTEePOB) BMECTE C WHCTPYKUUE#A no npume-
HEHWIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA

MepsuyHas ynakoexa
Ha koHmypHoli svyelikoeol ynakoske (bnucmepe) Ha
PYCCKOM AI3bIKe YKa3blgaiom. TOProBoe HavMeHoBaHue

npenapaTta C nNpeaynpeAuTensHOM MapkupoBkoli ®, | TOprosoe HaumeHoBaHMe npenapata ¢
MEXAYHapo4HOE HEeNnaTeHTOBAHHOE HAUMEHOBAHWE W | NPEAYNPEAUTENbHOW  Mapkuposkol  ®,
BO3NPOBKY (Ha pPYCCKOM W aHIMNAACKOM A3bIKAX), | MEXAYHAPOLHOe HenaTeHToBaHHOe
nekapcTBeHHYI0 hOpPMY, HAaMMEHOBaHWE  TOBAPHbLIA | HaUMEHOBaHWE U AO3UPOBKA (Ha PYCCKOM M
3HAK  (naTuHMuel) . AepxaTens  PEerMcTPauMOHHOrO | aHrnMACKOM  f3biKax),  fekapcTBeHHas

lMepeuyras ynakoexa
Ha «koHmyproll syelikoeol  ynakoske
(briucmepe) Ha pYCCKOM $3bIKE YKa3aHo:
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YAOCTOBEPEHUsi, HOMEp - Cepuu, AaTy NpOU3BOACTBA
(npu dpacoske Ha OO0 «MAKU3-GAPMA» paty
NPOM3BOACTBA HE HAHOCAT), AaTy WCTeYeHus cpoka
FOAHOCTU.

BmopuyHas ynaxkoeka
Ha kapmoHHOU nauxke Ha PYCCKOM A3blKe YKasbiearom:
TOPrOBOE HaWMEHOBaHWe npenapara c

npeaynpeanTenbHOW Mapkuposkon ®, mexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue, [ O3UPOBKY,
hapmakoTepaneBTUYECKYIO TPYRNY, NEeKapCTBEHHYIO
dopmMy M KonuvecTBO Tabnetok B ynaKkoBke,
HauMEHOBaHMe W  COAepXaHune  AeiCTByloWero
BellecTBa B OfHOM TabneTke, YCNOBUS XPaHEHUS,
npeaynpesutensHeie Hagnucn «CopepxUT NakTo3bl
MOHOrApaT», «XpaHuTb B HEAOCTYNHOM ANA AeTel
MecTey, «Mepep, NpUMEHeHnem npenapara
O3HaKOMbTECH C  MpWiaraemod  WHCTPYKUueny,
«[pyHUMATE NO Ha3HaYEeHWo BpaYyay, YCNOBUSA OTMYCKa,
cnocob NPVUMEHEHUS, Hagnmeb - «®» -
3aperncTpMpoBaHHbBIn - TOBapHLIN  3HaK»,  HOMeEp
cBUAeTeNnsCTBA O pPEerucTpauum TOBAPHOrO  3Haka,
HoMep perncTpaLuoHHOro YAOCTOBEPEHMS,
HanMeHOBaHue Aepxarens perveTpaumoHHOro
YOOCTOBEPEHUA, €r0 CTpaHy UM TOBapHbIA  3HaK
(naTuHuuel), HammeHoBaHMe M CcTpaHy  UPMbI-
npoussoauTens (npu npoussogctse Ha 000 «MAKW3-
GAPMA» ykasbiBalOT CTpaHy, T[OpOA), LUTPUX-KOZ,
HOMEpP cepuun, AaTty NpousBOACTBA (NpU Npon3soAcTBe
Ha 000 «MAKU3-®APMA» paTy npousBOACTBA He
HaHOCAT), AATy UCTEYEHUA CpoKa FOAHOCTHW, LUTPUX-KOA
B thopmare ~ DataMatrix, rnobanbHblIi
NAEHTU(PVKALIMOHHBIA HOMEP TOProBOW eAMHUUbLI W
NHAMBNAYanNbHbLIA CEPUAHBIA HOMEP TOProBOW 4 NHMLIbL.

JononHumenbHo Ha emopuyHOl yriakoske (Ha nauvke

'KapmoHHOU) Ha aHanulicKoM A3bike yKasbleaom:

TOProBOe HaMMeHOBaHWe NeKapCTBEHHOro npenapara,
MeXAYyHapoAHOE HEenaTeHTOBAaHHOE HauMeHoBaHue,
LO3UPOBKY, NEKAapCTBEHHYIO POPMY Y  KOMMYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggregant».

¢dopmMa, HauMeHoBaHWe TOBaPHLIA 3HaK
(naTuHulen) gepxatens perncTpaumoHHoro
YAOCTOBEPEHUs,, HOMep cepun, Aarta
VCTEYEHUNA CPOKA rOAHOCTHU.

Bmopuy4Has ynakoeka

Ha xapmoHHOU nauke Ha PYCCKOM S3bIKe
yKasaHo: TOProBoe - HauMeHOBaHWe
npenaparta c npesynpeaAuTeNbHOM
MapKUpOBKOM ®, MEXAYHapoaHoe
HENaTEHTOBAHHOE ° HaMMeHoBaHue,
AO3NPOBKa, chapmakoTepaneBTMyeckas
rpynna, fiekapcTeeHHan dopma
konuyectBo  Tabnetok B ynakoBske,
HauMeHoBaHWe n cofepxaHue
AENCTBYIOLErOo  BelwecTBa B~ OAHOW
Tabnetke, ycnosus XPaHEHUA,
npegynpeautensHole Hagnucy «Coaepxut
NaKkTo3bl  MOHOrMApaT», «XpaHuTb B
HeAOCTYNHOM ANs peTen mecte», «Mlepea
npUMEHeHWeM npenapaTta O03HakoMbTECb C
npunaraemon WHCTpykuuen», «MpuHumare
No HasHa4YeHWIO Bpayay, YCnoBUSA OTNYCKa,
cnocol npuMeHeHWs, Hagnuce «®» -
3aperucTpupoBaHHbIi  TOBApHLIA  3HaK»,
HOMEP CBUAETENLCTBA O perucrpaumu
TOBAPHOrO 3HaKa, HOMEpP PerncTPaLMOHHOTo
YAOCTOBEPEHUSA, HAUMEHOBaHWE AepXXaTens
perucTpaunoHHOTO  YAOCTOBEPEHMUS, ero
cTpaHa W TOBapHbli 3HaK (naTuHuuen),
HaMMeHoBaHWe, cTpaHa u ropos upmMbI-
NPON3BOAUTENS, LUTPUX-KOA, HOMEP CEepuK,
faTa UCTEeYEHMS CpOKa TOAHOCTMW, LITPUX-
ko4 B cpopmaTte DataMatrix, rno6anbHbi
NAEHTUUKALUMOHHBIA.  HOMEpP  TOProBo
eANHULUBl U VHAMBWAYANbHBIA CepUNHBIA
HOMEp TOProBoOW eANHULbI.
HononHumensHo Ha emopuyHol ynakoeke
(Ha nauyke KapmoHHOU) Ha aHanulickom
513bIKe yKa3aHoO: TOProBOE HaUMEHOBaHWe
neKkapcTBEHHOIO npenapara,
MEXAYHAPOoAHOE HEenaTeHTOBaHHOe
HalMEeHOBaHNe, A03MPOBKa, JlekapcTBeHHaA
cdopma n KonuuecTBo TabneTok B ynakoske,
Haanuch «Antiaggregant».

12. | CPOKrOAHOCTHU

2roaa

CooteeTcTBYET

3aknioueHue:

//Haqanbl-mx OKK:

CootBeTcTBYeT TpeGOoBaHUAM J1I1-006376-290720, n3Mm. Ne1, 2, 3-

Data Bbinycka OKK: «12» mapTta 2025 .
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