MACIMOPT Ne 93/24 RHO06/00
cTp- 1132
OTAEN KOHTPOIA KAYECTBA
Jlnuensns Ne 00205-J1C ot 15.02.2021 r.
MAKU3DAPMA
:Qg# E;' ‘STBAI?HME Mnarpun® TabneTku, NOKPbITbIE NSIEHOYHOW 060NOYKOM, 75 Mr
)\0902%; Mocksa HOMEP CEPUMU: PL1100224
oo RO T ATA TPOM3BOACTBA: | 22.02.2024
CTPOSHME 4, rOAEH Ao0: 28.02.2026
CTpoeHue 6,
CcTpoeHue 8 OBBEM CEPUM: 9 995 ynak. Ne30
Ten: (465) o810088 | OUSBEAEHO: 000 «MAKU3-®APMA»
AHAINN3 MNO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
n'}l:: Ha:lvx:::;zuﬂue Tpe6oBanus HO Pe3ynbTaTtbl aHanu3a
1. | ONUCAHUE Kpyrnele ABoskosbinyknbie TabneTtku ¢ packoit, Nokpbl- | Kpyrnbie ABOsKOBbINYKNble TabneTku ¢ dac-
Tbl€ NNeHOYHON 060NOYKON PO3OBOro LBETA. KOW, NOKPbITbIE MNEHOYHOW 0BONOYKON po-
30BOrO LBeTa.
2. | NOANMUHHOCTbL Y®-cnektpocdotomeTpusa. Y®d-cnektpbl nornoweHus | Y®-cnektpodotoMeTpus. YP-cnekTpbl no-
UCMbITYEMOTO M CTaHAAPTHOrO pacTBOPOB B 06NacTh OT | rNOWEHUs UCNLITYEMOrO W CTaHA4apTHOro
250 a0 300 HM AOMKHBI UMETb MaKCUMYMbI NPU OAHUX U | pacTBopoe B obnactm ot 250 go 300 Hm
TeX Xe ANUHaXxX BOJH. UMEIT MaKCUMyMbl MPU OAHUX U TEX Xe
ANVHAaxX BOMH.
B3XX. Bpems yaepxuBaHuA OCHOBHOrO nuka Ha xpo- | BOXKX Bpems yaepxvBaHWs OCHOBHOTO mu-
MaTorpaMmme UCMbITYEMOro pacTeopa AOMKHO COOTBET- | Ka Ha XpPOMaTorpaMme MCNbITYeMoro pac-
CTBOBaTb BPEMEHW YAEPXUBAHWUA NUKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU YAEPXKUBA-
Ha XpomartorpamMme CTaH4apTHOrO pacTeopa (pasAen | HWs Muka KNonuaorpena Ha xpomarorpamme
«KonuyecTBeHHOE onpeaeneHuney). CTaHAapTHoro pacreopa (pasaen «Konuue-
CTBEHHOE onpeaenexue).
3. | CPEOHAA MACCA e PO, O9C.1.4.2.0009.15.
Ot 248,56 p0 263,94 Mr (256,25 mr + 3,0 %). 261,98 mr (+2,2%)
4. | PACTBOPEHUE ro P, 09C.1.4.2.0014.15, (91%)
Y®-cnekrpocoToMeTpUs. 94%
He meHee 80 % (Q) oT 3asBNEHHOro KONMUYECTBA KIONU- 90%
Aorpena vyepes 30 MUH. 93%
90%
90%
93%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumechb A — He Gonee 1,2 %, 0,04%
npumeck C — He Gonee 1,5 %; 0,11%
eAVHNYHaA HenaeHTUMULMPOBaHHAA NpuMechk — He Bo- 0,07%
nee 0,2 %,;
Cymma npumecein — He 6onee 2,5 %. 0,29%
6. | BOOA re Po, 09C.1.2.3.0002.15, MmeToa K. ®uwepa.
He 6onee 7,0 %. 0,9%
7. | MUKPOBUOJNIOTMYECKASA | T PO, ODC.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6bwee 4ncno aspobHbIX MUKPOOPraHU3MoB - He Gonee Menee 20 KOEB 11
10° KOE B 1 r (Mn);
Obwee 4ncno ApodNOKEBbLIX W MAECHEBLIX rPUGOB: He MeHee 10 KOEB 1T
Gonee 10> KOE B 1 r (Mn);
Escherichia coli: otcytctue B 1 1 (Mn). He obHapyxeHo
8. | OOHOPOOHOCTbL e P®, O®C.1.4.2.0008.18, cnocob 1.
JNO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnoBue He BbINOMHSAETCH,
To AV £ 15,0 % (n = 30), n ansa 30/30 TabneTok konuye- AVi0=2,6%
CTBEHHOE COAepXaHWe knonuaorpena AOMKHO Haxo-
AVTbCs B MHTepeane 0,75-M - 1,25-M.
9. | KONMUMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,38 mr
ONPEQENEHUE n0 105,0 % oT 3aRBNEHHOro KONUYECTBA) B OAHOW Tab- (101,8%)
neTke.
10. | YTAKOBKA lpu npouseodcmee, hacoske u/unu ynakoske Ha OOO | [Mpoudeodcmeo, gpacoeka u ynakoeka Ha
«MAKN3-®APMA»: 000 «MAKUN3-QAPMA»:
Mo 10 Tabnetok B KOHTYpHylO fAueiikoBylo ynakoBky | Mo 10 TaBneTok B KOHTYPHYKO SYEiiKOBYHO
(6nncTep) u3 nneHku NONMBUHWUNXNOPUAHOWA M chonbri | ynakosky (6nuctep) us nnerku NBX/MNBOX un
anoMUHUEBON UMM B KOHTYPHYIO SYEKOBYIO YNakoBKy | chonbrut anioMuHUEBOMN.
(6nucTep) u3 nnexku MBX/MBAOX v conbru anioMuHne-
BOWA.
Mo 3 nnn 6 KOHTYPHLIX AYENKOBLIX YNakoBOK (GnucTe- | Mo 3 KOHTYPHBIX AYEKOBBIX ynakoBok (6nu-
poB) unu no 1 6aHke BMECTe C MHCTPYKLMUEN NO NpUMe- | CTEPOB) BMECTE C WHCTPYKUMEN NO npume-
HEHMIO B NaYKy KAPTOHHYHO. HEHMIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lNMepeuyHas ynakoeka lMepeuyHas ynakoeka
Ha konmypHol sqelikosoli ynakoske (6nucmepe) Ha | Ha  koHmypHoli  syelikoeoll  ynakoeke
PYCCKOM 53blKe yKa3blealom. TOProBoe HaumeHoBaHwe | (6rrucmepe) Ha PYCCKOM Si3blKe yKa3aHo:
npenapara c npeAynpeAuTenbHON MapkupoBkon ®, | TOproBoe HauMEHOBaHWe npenapara ¢
MeXAYHapOAHOE HenaTeHTOBaHHOE HauMEHOBAHWE W | NpeaynpeauTEnbHOW  MapkUpoBKOWM  ®,
0O3NPOBKY (Ha PYCCKOM U aHrMUIACKOM A3blkax), | MeXayHapogHoe HenaTeHToBaHHOE
nekapcTBEHHYI0 (hOPMY, HauMeHoBaHWe  TOBapHbI | HAaUMEHOBAHWE U J03UPOBKA (HA PYCCKOM W
3HaK  (naTuHuUeW) AepxaTtens  perucTpauuoHHOTO | aHIMMACKOM  A3blkax),  NeKapcTBEeHHast




rOAHOCTW.

cdopmy u

MecTe»,

cnocob

DOAPMA»

[03UPOBKY,

BmopuyHas ynakoeka
Ha kapmoHHOU nayke Ha pyccKOM si3blKe yKa3bleatom:

npou3soautens (npu npoussoacTee Ha OO0 «MAKN3-

HononHumenbHo Ha 8MOPUYHOU ynakoeke (Ha nadke
KapmoHHOU) Ha aHefuliCKOM S3bIKE  yKa3blgarom:
TOProBOE HauMeHOBaHWE NeKapCTBEHHOro npenapara,
MeXayHapoaHoe

konuyectso Tabnetok B ynakoBke, AO3UPOBKAa,
HaumeHoBaHue

npenapata | Tabnetke,

YAOCTOBEPEHUS,
NCTEYEHUs CpoKa roOfHOCTY.

Bmopu4Has ynakoeka

Ha kapmoHHOU nayke Ha PYCCKOM Si3biKe

MACMOPT Ne 93/24 KK-008I308
CTp. 2 U3 2
OTAEN KOHTPONA KAYECTBA
JTuuensus Ne 00205-J1C ot 15.02.2021 r.
MAKMU3DAPMA
HAUMMEHOBAHUE v S
MPEMNAPATA: Mnarpun® TabneTku, NOKPbITbIE NIIEHOYHOW 060MOYKOM, 75 Mr
;ogoziﬁn Mz:i:(;?l e HOMEP CEPUMU: PL1100224
oo IPOSA T ATA IPOUSBOACTBA: | 22.02.2024
cTpoeHye 4, FOAEH AO: 28.02.2026
CTpoeHue 6,
cTpoeHve 8 OBbEM CEPUM: 9 995 ynak. Ne30
Ten.: (495) 981-00-88 NPOMU3BEAEHO: 000 «MAKU3-®APMA»
AHAINU3 NO: JIN-006376-290720, uam. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
Ne HaumeHoBaHue Tpe6osanus H[ PesynbTtaTthl aHanusa
n/n nokasarens
YAOCTOBEPEHUSi, HOMEp Cepuu, AaTy NpPou3BOACTBAa | (hOopMa, HAUMEHOBaHWE  TOBapHbIN 3HaK

(npn  cacoske Ha OO0 «MAKU3-®APMA» paty | (naTtuHuuen) aepxaTens perucTpaumoHHOro

NPOU3BOACTBA HE HaHOCHAT), AATy MCTEYEHUs cpoka HOMEep cepuu, pata

TOproBoe HaumeHoBaHue npenapara C | yka3aHo: TOoprosoe HauMeHoBaHMWe
npeaynpeAuTenbHO MapkupoBkon ®, mexayHapoaHoe | npenaparta npeaynpeauTenbHom
HenaTeHToBaHHOe HauMeHoBaHue, AO3NPOBKY, | MapKUpOBKOW MeXayHapoaHoe
hapmakoTepaneBTUYECKYI0 Fpynny, NeKapCTBEHHYI | HenaTeHTOBaHHOe HaumeHoBaHue,

hapmakoTepaneBTUYeCKas
N  copepxaHue  AelcTByloLero | rpynna, nekapcTBeHHas
BellectBa B OAHOW TabneTke, YCNOBUA XpaHEHUS, | KONMUYECTBO

npeaynpeautenbHble Haagnucu «CoaepxuT nakTosbl | HauMeHoBaHue
MOHOruApaT», «XpaHuTb B HEAOCTYNHOM ANs AeTed | AEWCTBYHOLLEro
«Mepep NpUMeHeHnem
03HaKOMbTECH

cdopma n
B YynakoBke,
coaepxaHue

BellecTea B OfHOW

XpaHeHus,

C  npunaraemoii  WHCTpyKUueW», | npeaynpeautenbHble Hagnucn «CoaepXuT

«lMpuHUMaTL NO HasHaYeHuo Bpava», ycnoesua oTnycka, NakKTo3bl MOHOruapaT»,

DataMatrix,

MexayHapoaHoe

«XpaHutb B

NpUMEHeHus, Haanuch «®» - | HepocTynHoMm ans aetew mecte», «lepen
3aperncTpupoBaHHblii  TOBapHbIW  3HaK», HOMep | NPUMEHEHWEM npenapaTta 03HAaKOMbTECh C
cBMaeTenbCcTBa O peructpauun TOBapHOro 3Haka, | npunaraeMon WHCTpykuuen», «lpuHumaTb
YAOCTOBEPEHUS, | MO Ha3Ha4YeHWo Bpayay, YCNOBUA OTNycKa,
Haagnucb «®» -

TOBapPHbIA  3HAK»,

Homep perncTpaunoHHOro

HaumeHoBaHue Aepxatens perncTpaumoHHoro | cnocob npuMeHeHus,

YAOCTOBEPEHUA, €ro CTpaHy W TOBapHbli 3HaK | 3aperucTpUpoBaHHbIV

(naTtuHuuen), HaumeHoBaHue U CTpaHy (UPMbl- | HOMEP CBUAETENLCTBA O perucTpauuu

TOBaPHOro 3Haka, HOMEp PerucTPaLnuoHHOro
yKasblBaloT CTpaHy, ropoa), LWTPUX-KOA, | YAOCTOBEpPEHWsi, HAMMEHOBaHWE AepXaTens
HOMEp cepu, AaTy NPOU3BOACTBA (NPU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» paaty npou3BOACTBa He
HaHOCST), AaTy UCTEYEHUS CPOKa FOAHOCTH, LUTPUX-KOZ,
B dopmarte

PErucTpauymoHHOrO  YAOCTOBEPEHUs, €ro
CTpaHa W TOBapHbI 3HaK (NaTUHUUEN),
HauMeHOBaHWe, CTpaHa W ropos uUpMbI-
rno6anbHbIi | NPOM3BOAUTENS, LUTPUX-KOA, HOMEP Cepuu,
UAEHTU(PUKALMOHHBIA HOMEpP TOProBOW EAWHUULI U | AaTa UCTEYEHUA CPOKa FOAHOCTH, LUTPUX-
MHAMBUAYaNbHbIA CEPUAHBIA HOMEP TOProBon eanHuLbl. | koa B dopmarte DataMatrix, rnobanbHbiv
VAEHTUPUKALUOHHBINA
€AVHULUb 1N WHAMBUAYANbHLIA CEPUHbI
HOMEp TOProBoOW eAUHULbI.
HononHumensHo Ha emopu4YHoOU yrakoske
(Ha nayke KapmoHHOU) Ha aHenulickom
53bIKE yKa3aHO: TOProBOE HauWMeHoBaHue
HenaTeHTOBaHHOE HauMeHOBaHWe, | NEeKapCTBEHHOro
neKkapcTBeHHyl OopMy U KONMUYECTBO
TabneTok B ynakoBke, Hagnuck «Antiaggreganty.

HOMEp  TOproBoun

npenapara,

HenaTeHTOBaHHOe
HaumeHoBaHue, 403UPOBKa, NeKapcTBeHHas
hopma u konuuecTso TabneTok B ynakoske,
Hagnuck «Antiaggregant».

HayanbHuk OKK:

Hata Bbinycka OKK: «19» mapta 2024 r.

12. | CPOKIrogHOCTH 2ropa CooTeeTtcTayeT
3aknroyeHue:

CooTtBeTcTBYeT Tpeﬁoaaugg:m, JIN-006376-290720, u3

.Net, 2,3

7/ Bonkosa O.b.




