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é OTAEN KOHTPONA KAYECTBA
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MAKMIPAPMA P
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ABTOMOGNALHDIA NPoe3],

r. Mocksa HOMEP CEPWN: _ | PL1641225

DATA IPOVSBOACTBA: | 11.12.2025

Ha xoumypHoil svelikosodl ynaxvexe (brucmepe) Ha
PYCCKOM SI3bIKE YKA3bIGRION). TOProBOe HAaUMEHOBAHWE
npenapata ¢ NpeaynpeAuTensHOW Mapkmposrkoll ®,
MEWIYHAPORHOE HENaTeHTOBAHHOE HaWMEHOBaHWE #
AO3IMPOBKY (HA pYCCKOM W aHrNMACKOM  ASBIKAX),
REKAPCTREHHYIO <hOpMY, HAVMEHOBAHWE  TOBAPHbIA
3HaK  {(naTvHMUERA) JepxaTens  perucTpauuOHHOro
YAOCTOBEPEHUA, HOMER CepuM, AATy WCTEYSHUA CpOKa
rOAHOCTH.

Aom 5,

oTRCgHite: 4, FOAEH AO: 30.11.2027

cTpoeHwe 6, -

CTPORHYE B OB'bEM CEPUM: 9 342 ynak. Ne30

Ten.: (495) 961-00-88 NPOUSBOANTENE: 000 «MAKU3-©APMA»
AHAINKU3 NO: nn-006376-290720, nsm. Ne1, 2, 3, 4
XPAHEHME: Mpu TemnepaTtype He Bobiwe 25 °C.

Ne HammeHORpREE TpeGosaHua HO PesynbTaTkl aHanusa

n/n nokasarenst

1. | ONUCAHME BusyanbHblii. Kpyrnele ABOsKOBbINykNoie Tabnetkn ¢ | Kpyrnete ABOAKOBBINYKIbE TabneTkn ¢ dac-
¢hackol, NOKPbITLIE NMEHOYMHOA OGONMOYKOW POIOBOMG | KOW, NOKPLITEIE NReHOWHOW obonoukoi po-

L LBETA. | aoBoro usera. |

2. | NOANUHHOCTL Y®-crektpodoToMeTpUA. YO-CNEKTPh! MOMMOWEHUA | YO-CNEeKTPE! NOMMOLWEHAS WCNBITYEMGRO U
UCNBITYEMOrG U CTAHAAPTHOrO PacTBOPOB B 06nacTh OT | CTAHAAPTHOrO pacTecpos B obnactu ot 250
250 go 300 HM AOMKHEI UMETE MAKCUMYME: NPK OBHMX U | A0 300 HM UMEIOT MaKCHMYMbl NPWU OAHWUX W
TEX e ANNHAX BONH, TEX e ANKHAX BONH.

B3XO(. Bpema yaepivBaHMA OCHOBHOIMO MWKA Ha Xpo- | Bpems yaepkMBaHWA OCHOBHOTO NWKa Ha
MaTOrpaMMe UCNLITYEMOro PacTsopa AO/KHO COOTBET- | XPOMATOrPaMME UCMLITYEMOro  pacteopa
CTBOBaTk BPEMEHW YASPXKWBAHWA NWKA KNONWAOIPENna = COOTBETCTBYET BPEMEHW YASPHWBaHWA nuka
Ha XpomaTorpamme CTaHfapTHOrG pacTBopa (pasaen | wionuaorpena Ha XpOMaTOrpamme CTaH-
«KonuuecTBEHHOE OnpegeneHne). AapTHore pacTeopa (pasaen «Konwde-
! CTBEHHOE ONPE/ENeHues). =
CPE[HAA MACCA re Pd, 09C.1.4.2.0009.15.
O 248,56 a0 263,94 mr (256,25 mr + 3,0 %). 258,34 wmr [+0,8%)
4. | PACTBOPEHME re Po, 090C.1.4.2.0014.15, {99%)
[ T - Y@ - cnektpocdoToMeTRMA. 100%
He menee 80 % (Q) or 3asBNeHHOrc KONUYECTBA KIOMU- 98%
Aorpena depes 30 MUHYT. 98%
98%
| 100%
- | 100%
5. | POOCTBEHHbLIE | BIMWX.
NPUMECH Mpumect A — ve Gonee 1,2 %; 0,08%
npumeck C — He Gonee 1,5 %, He oBHapymeno
eAVHWYHAA HeMLeHTUULUNPORAHHAA NpUMECE — He 6o~ 0,01%
nee 0,2 %;
cyMma npumeceid — He Bonee 2,5 %. 0,09%
6. | BOOA re P, 0©C.1.2.3.0002.15, metoa K. ®uwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPCBWONOIMMYECKAS | MY Po, O®dC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA OGwee yucno aapobHBIX MUKPOOPraHW3Mos - He Gonee Menee 20KOEB 11
10° KOE B 1 1 (mn);
Ofwee yMeno APOHOKEBLIX W NNECHeBLIX rpuboBs: He Menee 10KOEB 1T
Gonee 10° KOE B 1 1 (mn);
Escherichia coli: otcyTcTBMe B 1 1 (mn). He obHapyseno
8. | CAHOPOOHOCTbL re Pe, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV £15,0 % (n = 10), ecnm ycnosue He BLMNONHAETCA,
T0 AV £ 15,0 % (n = 30), n gna 30/30 Tabnetok konwue- AVio=6,8%
CTBEHHOE COJEepXaHMe KNONWAOrpena AOMKHO Haxo-
LUTbes 8 wHTepeane 0,75-M —1,25-M.
9. | KONIMMECTBEHHOE BIWX. O1 71,25 go 78,75 mr knonugorpena (ot 95,0 % 74,97 mr
ONPEQENEHWE Ao 105,0 % or 3aABREHHOTO KonudecTsa) B OAHON Tab- (100,0%)
neTke.

10. | YNAKOBKA Flo 10 TabneTok B KOHTYpHy AdveiikoBylo ynakosky @ Mo 10 TabheTok B KOHTYPHYIO AUEAKOBYIO
(Gnuctep) W3 NAEHKM NONUBUHUNXIOPWAHOM W onbrn | YRaxoewy (Gnuctep) na nnerks NMBX/MIBOX »
aniOMWHUEBOA WNKW B KOHTYPHYIO AYEAKOBYH YNAKOBKY | (DOMBMA anioMUHNeBON.

{Enucrep) vz nnedky NMBXMTIBAX u chonern anomuHne-
BOW.
Mo 3 unu B KOHTYPHbIX A4YelikoBblX ynakoBok (Bnmcte- | Mo 3 KOHTYPHBEIX AMERKOBEIX YNakosoK (Gnu-
pos) unn no 1 GaHke BMECTE € MHCTPYKUNEA RO NPpUMe- | CTEPOB) BMECTé © MHCTPYKUWER no npume-
1 HEHMIO B NAYKY KAPTOHHYIO. HEHWIO B NavKy KapTOHHYIO.
11. | MAPKUPOBKA fMepsuyHan ynakoska flepeuyHan ynakoexa

Ha koumypuoii  sueilkosoil  ynakosxe
(bnucmepe) Ha DYCCKOM S3biKE yKa3aHo:
TOproBoe HavMEHCBaHWe npenapara ¢
NPeAyNpeauTeneHOR  mapkupoBkon &,
MEXAYHApOAHOS HenaTeHTOBaHHOE
HaMMEHOBaHME W J03UPOBKa (HE PYCCKOM U
aHIMUACKOM  A3bIKaX), neKkapcTeeHHas
hopMa, HaUMEHOB3HWE  TOBAPHBIA 3HAK
(RaTMHULER) ASPKATENA PETMCTRALUMOHHOMD
YAOCTOBEPEHUA, HOMED  Ccepwu, Jara
WNCTEYEHNA CROKA MGAHOCTH.




12. | CPOK TrOOQHOCTU

«MpUHEAMaTE NO HA3HAYESHNIO Bpavay, YCIIOBUA OTINYCKa,
cnocob NpUMEHEHNR, HaANMCh «®» -
3apErUcTPUPOBAHHLIA - TOBApHBLIA  3HaK»,  HOMEpR
CBWEETENBbCTBA O© pPEMMGTPALIMA TOBAPHOTG 3Haka,
Homep PErMCTRALMOHHOMO YACCTOBEPEHNA,
HauMeHoOBaHWe Aepwarens PerncTpaLucHHOro
YAOCTOBEpPEHWA, €ro CcTpady W TOBapHBA  3HAK
{(naTuHuuelr), HauMeHoBaHwe, cTpaHy U ropoa GupMbl-
NPOKSBOAWTENA, WTPUX-KOA, HOMER Ccepuwn, Aaty
WCTEUEHWA CPOoKa TMOAHOCTM, LTPUX-Koa B dopmare
DataMatrix, rnobaneHeA MASHTUGHUKALUMOHHBIA HOMEpP
TOProBo# E€AWHUULI U MHAMBKUAYANbHBIA  CepUAHBIR
HOMEP TOProBCoH efuHILE!.

LlononHumensHo Ha eMOPUYHOT yNaKosKe (Ha Navke
KapmonHO() Ha aHeNuliCKOM S3bIKe  YKasbieaom.
TOProBOE HaumMEHOBaHWE NeKkapcTBEHHOro npenapara,
MENAYHAEPOGHOE HENaTeHTOBAHHOE HaWMeHOBaHue,
AO3INPOBKY, NEKAPCTBEHHYID OPMY W KONWYECTBO
TabneTok B ynakoBke, Hagnuce «Antiaggregant».
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AACHOPT Ne 1661/25 — -
- Crp. 2132
{Iﬁ OTAEN KOHTPONA KAYECTBA
NMnuedzva Ne N012-00102-77/00010585
MAKWU3IDAPMA El
HAMMEHOBAHWE - -
NPEMAPATA: Mnarpun® TabneTkn, NOKPbITLIE NNI€HOYHOW 0G0NoUKOl, 75 Mr
;\092290'5 :nh:mi o HOMEP CEPUMH: PL1641225
BTOM - g
vy Possh- |"ATA IPOVIBBOACTBA: | 11.12.2025
cTpoRHMe 4, ropgEH fo: 30.11.2027
cTpOeHKe 6, - -
cTpOSHNE 8 OBBbEM C_EPVM: 9 342 ynak. Ne30
Ton: (425) 9510085 | TIPOUSBORNTEND: 000 «MAKMN3-GAPMA»
AHANW3 TI0: 1r1-006376-290720, u3m. Ne1, 2, 3, 4
XPAHEHWE: Mpu Temnepartype He Boile 25 °C,
. ~ HaumenoBanne Tpeboeanus HL, PesynbTaTel aHanusa
| _nin nokasatens
Bmopu«Has ynaxoexa BmopuyHan ynakoaxa
Ha kapmoHHOU nauke Ha PYCCKOM A3bike yKasbiealom. | Ha xapmonHol navke Ha PYCCKOM A3bIKe
TOprosoe HaWMEHOBaHUEe npenapara C | yKasaHo: Toprosoe HaUMEHOBaHWe
npeaynpeavTensHON Mapkupoekod ®, mexxayHapoaHoe | npenaparta c NpeAynpesUTENbHON
HenaTeHToBaHHoe HanmeHoBaMHne, LO3WPOBKY, | MApPKUPOBKOA @, MEXAYHAPOAHOE
thapMakoTEepaneETMHEcKYIl  FPYNMy, MNEeKapCTBEHHYID | HENaTeHTOBaHHoe HanmeHoBaHue,
dopMy W konwuecTsoe TabneTok B ynakoBke, | AO3MPOBKA, thapmakoTepanesTu4eckas
HaWMEeHOBAHME W COAEpXKaHuwe  ACWCTBYIOLMEro | Fpynna,  nekapcTeeHHas  copwa M
| Bewectea B ogHOoA TaGneTke, YCNOBWA XpaHeHWa, | KONMYecTBO  TalneTok B ynakoske,
npeaynpeanTensibie Hapmucu «COAepXUT nakTosbl | HauMEeHOBaHue ] coaepxaHe
MOHOMMAPaT», «XPaHUTe B HEAOCTYNHOM ANR AeTed | AEHCTBYLWEro BelwecTea B OfHOM
MecTe», «epea TIpUMEHEHNEM npenapata | Tabnetke, YCINOBWA XpaHeHus,
O3HAaKOMBTECH C  NpUNaraemoil  WHCTPyKuMei», | npeaynpepvTensHule Haanwncy «CoaepmuT

nakTosel  MOHOMMAPAT®, «XPaHUTL B
HepoCTYnHOM ANA geTed mecter, «[epep
npUMeHeHWeM NpPenapaTa O3HaKOMbTECh C
npunaraemoli WHCTPyKUMeR», «FlprHWMaTb
no HA3HAYESHWIO BpAua», YCNOBUA OTNYCKA,
cnocof  npUMEHeHWA, Haanuck «B®» -
3ApPerNCTPUPORAHHKEIR  TOBAPHBIA  3HAK»,
HOMEP CBULETENSCTBE O  PErUcTpauun
TOBAPHOMD 3HaKa, HOMEP pPerucTPauNeHHOo
YAQCTOBEPEHUS, HAUMEHOBAHWE AepXKaTens
PErUCTPaLMOHHOMD  YAOCTOBEPEHKS, ero
CTpaHa M TOBAPHBIA 3HAxX (naTWHWUEW),
HauMeHOBaHWe, CTpaHa W ropos upMb-
NPOM3BOAVTENA, LUTPUX-KOA, HOMED CepuM,
AATa NCTEYEHWA CPOKA TOAHOCTM, LUTPWX-
kop B chopmate DataMatrix, rnoGanbHeid
NAEHTUUKALUMOHHLIA  HOMED  TOProBOW
eAMHALBl W MHAMBUAYENLHEIN CepuiiHEIR
HOMEP TOPIOBON eAMHULLL.

AononHumensHo Ha emopuyHOll ynaxoeke
(Ha nayke KapmoHHOU) Ha aHanuiickom
A3bIKE YKa3aHO. TOProBOE HaWMEHOBaHue
NEKapPCTBEHHOTO npenapara,
MeXyHapoaHoe HenaTeHToBaHHoe
HaWMEHOBAHKE, [LO3UPOBKE, NEeKapCTBEHHAR
copma M konuuecTeo TABNETOK B ynakoske,
Haiannee «Antiaggregant».
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. AR |
| HauansHuk OKK: A | _ Baneckux O.B. l

Data Bbinycka OKK: «30» gekabpsa 2025 r.




