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éfﬁ OTOEN KOHTPOIA KAYECTBA
- JNuuen3us Ne J1012-00102-77/00010585
MAKMN3DAPMA
:Qg# 5'," STBAA:HME Mnarpun® TabneTku, NOKPbITbIe NSIEHOYHOW 06ONOYKOM, 75 Mr
L09°2%6r» Mocksa HOMEP CEPUMU: PL1321024
e HETROSA TR ATA NPOM3BOACTBA: | 09.10.2024
GTRoSHite 4, FOAEH A0: 30.09.2026
cTpoeHue 6,
cTpoeHve 8 OBbEM CEPUN: 9 807 ynak. Ne30
Ten: (495) 9810065 | TIPOUSBEMEHO: 000 «MAKMN3-OAPMA»
AHAIK3 NO: JIN-006376-290720, u3am. Ne1, 2, 3
XPAHEHMUE: Mpu TemnepaTtype He Bbiwe 25 °C.
e Havnesosanme Tpe6oBanus HO PesynbTaThl aHanusa
n/n nokasarensi P y
1. | ONUCAHUE Kpyrnble ABOsiKOBbINYyKNble TabneTku ¢ ackoi, Nokpbl- | Kpyrnble ABOSIKOBLINYKNbIE TabneTku ¢ dac-
Tble NneHo4Hou 06oNoYKol PO30BOro LBeTa. KOW, NOKPbITbIE MNEHOYHON 06onouykoi po-
30BOro LBETA.
2. | NOONMUHHOCTbL Y®-cnektpodoToMmeTpua. Y®d-cnektpbl nornowienus | Y®-cnektpodoToMeTpus. YO-cnekTpsl no-
MCMbLITYEMOrO U CTaHAAPTHOrO pacTBOPOB B 06MacTu OT | rMOWEHUA WUCMBLITYEMOrO W CTaHAapTHOro
250 po 300 HM AOMKHBI UMETE MAKCUMYyMbI NPW OAHWUX U | pacTBopoB B obnactu ot 250 ao 300 Hm
TeX e ANUHax BOIH. MMEIOT MakCMMyMbl NPU OAHMX W TEX Xe
ANUHAX BOJH.
B3OXX. Bpemsa yaepxvuBaHusi OCHOBHOrO nuka Ha xpo- | BAXKX Bpemsi yaepxuBaHusi OCHOBHOMO nu-
MaTorpamMMe UCMbITYeMOro pacTeopa AOSKHO COOTBET- | K& Ha XpomaTtorpamme WUCMbITYEMOro pac-
CTBOBaTb BPEMEHW YAEepXMBaHWA NuKa Knonuaorpena | TBOpa COOTBETCTBYET BPEMEHU YAEPXKUBaA-
Ha XxpomaTtorpamMme CTaHAapTHOrO pacTBopa (pasjen | HUA NUKa KNonuaorpena Ha Xxpomarorpamme
«KonuuectBeHHOE onpeaeneHuey). CTaHaapTHOro pacrteopa (pasgen «Konuuye-
CTBEHHOE ONnpejeneHue»).
3. | CPEOHAA MACCA e P®, 0®C.1.4.2.0009.15.
OT 248,56 p0 263,94 mr (256,25 mr + 3,0 %). 259,29 mr (-1,2%)
4. | PACTBOPEHUE e P®, 0®C.1.4.2.0014.15, (98%)
Y®-cnektpocdoTomeTpus. 96%
He meHee 80 % (Q) OT 3aABNEHHOro KONMYECTBa knonu- 97%
forpena yepes 30 MUH. 100%
97%
99%
98%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,06%
npumech C — He 6onee 1,5 %; 0,30%
eAVNHUYHAA HenaeHTUUUMpPoBaHHas npumecb — He 60- 0,04%
nee 0,2 %;
cymMma npumecev — He 6onee 2,5 %. 0,46%
6. | BOOA e P®, 09C.1.2.3.0002.15, meToa K. ®duwepa.
He 6onee 7,0 %. 1,5%
7. | MUKPOBUONIOMMMYECKAA | F'd PO, 0®C.1.2.4.0002.18, kateropus 3A.
YUCTOTA ObLee yncno asapobHbIX MUKPOOPraHM3MoB - He Gonee Menee 20 KOEB 11
10°KOE B 1 1 (Mn);
O6Lyee 4ncrno ApOXOKEBbLIX W MNECHEBbIX rPUMOOB: He Menee 10 KOEB 1T
Gonee 10° KOE B 1 1 (mMn);
Escherichia coli: otcytctBue B 1 1 (Mn). He obHapyxeHo
8. | OQHOPOOHOCTb reo P®, 090C.1.4.2.0008.18, cnocob 1.
JO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnosue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n gns 30/30 TabneTok konuye- AVio= 3,6%
CTBEHHOE COAEepXaHWe Knonuaorpena AOSHKHO Haxo-
AuTbea B uHTepsane 0,75-M — 1,25-M.
9. | KONMMYECTBEHHOE B3XX. O1 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,14 mr
ONPEAENEHUE A0 105,0 % ot 3asBnNEHHOro konuyecTea) B ofHol Tab- (101,5%)
netke.
10. | YNIAKOBKA Mpu npoussodcmee, ¢hacoske u/unu ynakoske Ha OOO | lMpoussodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-QAPMA»: 000 «MAKU3-QAPMAN»:
Mo 10 TabneTok B KOHTYPHYIO syeikoBylo ynakoBky | Mo 10 TaGneTok B KOHTYPHYIO AYEWKOBYIO
(6nucTep) U3 NNEHKU NONMUBUHUNXNOPUAHOW W donbru | ynakoBky (6nuctep) ua nnexku NBX/MNBOX u
aniMUHWEBOW UMW B KOHTYPHYIO SYEKOBYIO ynakoBKy | ¢ponbrut anioMUHUEBOW.
(6nuctep) u3 nnenku MBX/MBOX u donbru antomuHmne-
BOW.
Mo 3 unn 6 KOHTYPHbIX AYENKOBbIX ynakoBok (6nucte- | Mo 3 KOHTYPHbIX AYENKOBLIX YNakoBok (6nm-
poB) unu no 1 6aHke BMeCTe C MHCTPYKLMEA No NnpuMe- | CTEPOB) BMECTE C WHCTPYKUMEe#h no npume-
HEHUIO B NaYKy KAPTOHHYIO. HEHUIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA lMepsuyHas ynakoeka MepeuyHas ynakoeka
Ha koHmypHoU siyelikosol ynakoeke (bnucmepe) Ha | Ha  koHmypHolU  s4elikogoli  ynakoeke
PYCCKOM 5i3blKe yKa3blearom: TOProBoe HaumeHoBaHue | (6rucmepe) Ha PyCCKOM $13blKe yKa3aHo:!
npenapata c npeAynpeAWTENnbHON MapkupoBkol ®, | TOproBoe HauMeHoBaHWe npenapata C
MeX/AYHapOAHOE HenaTeHTOBaHHOE HauMeHOBaHWe W | NpeAynpeauTeNnbHOW  Mapkuposkon — ®,
DO3MPOBKY (HA PYCCKOM W aHMNWIACKOM  fA3blkax), | MeXayHapoaHoe HenaTeHToBaHHOe
nekapcTBeHHylo opMy, HauMeHOBaHWE  TOBapHbIA | HaWMEHOBaHWE U A03MPOBKA (Ha PYCCKOM U
3HaK  (naTuHuuen) aepxaTens  PerucTpauMoHHOrO | aHrnWiickoM  s3blkax),  JIeKapCTBEHHas




(npn  bacoBke Ha OO0 «MAKU3-OAPMA» paty
NPOW3BOACTBA HE HAHOCAT), AaTy WCTEYEHUA Cpoka
rOLHOCTH.

BmopuyHas ynakoska
Ha kapmoHHOU nayke Ha PYyCCKOM Si3blKe yKa3blearom:
TOprosoe HauMeHoBaHWe npenapara c

npeaynpeanTenbHoin mapkuposkon ®, mexayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHwue, [,03UPOBKY,
apmakoTepaneBTUYECKYIO Tpynny, NeKkapCTBEHHY
cdopmy u  KonuyectBO Tabnetok B ynakoBske,
HauMEeHOBaHWe W  COAEpXaHWe  AeWCTBYIOLLEero
BellecTBa B OAfHOW TabneTke, YCnoBUA XpaHEHUS,
npeaynpeautenbHble Hagnucu «CoaepXuT NnakTosbl
MOHOMMAPaT», «XpaHUTb B HEAOCTYNHOM ANs AeTei
mMecTe», «Mepep npUMeHeHnem npenapara
O3HakOMbTECb  C  MNpuUnaraemMon  UHCTPyKUUen»,
«MpuHUMaTL NO Ha3HaYeHUIo Bpaya», yCrnoBums OTNycKa,
cnocob npUMeHeHus, Haanucb «®» -
3aperncTpupoBaHHbIA  TOBApHbIAN  3HaK», HOMep
cBuAeTenbCTBa O pPerucTpauun TOBapHOro 3Haka,
HOmep perucTpauuoHHOro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perucTpauuoHHoro
YAOCTOBEPEHMUs,, €ro CTpaHy W TOBapHblA 3HaK
(naTuHUUen), HaumeHoBaHMe W CTpaHy UPMbI-
npoussogutens (npu npoussogctee Ha OO0 «MAKWU3-
SAPMA» ykasblBalOT CTpaHy, ropoa), LUTPUX-KOA,
HOMEp cepuu, AaTy Npov3BOACTBa (MpU NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npousBoacTBa He
HaHOCAT), AaTy UCTEYEHUSI CPOKa FOAHOCTM, LUTPUX-KOA
B dopmate DataMatrix, rnobanbHbIN
WAEHTUMUKALNOHHBIN HOMEP TOProBOM e€AWHUUBLI U
VHAVBUAYaNbHbIA CEPUAHBIA HOMEP TOProBOW €ANHNLbI.

HononHumenbHO Ha 8MOPUYHOU ynakoeke (Ha nayvke
KapmoHHOU) Ha aHanulickoM $3blke yKa3blealom:
TOProBOE HauMMeHOBaHWE NeKapCTBEHHOro npenapara,
MEXAYHapOAHOE HENaTeHTOBaHHOE HauMeHOBaHue,
[O3NPOBKY, NeKapCTBEHHYIO OpMy W  KONMUYECTBO
TabneTok B ynakoBke, Haanuck «Antiaggregant».
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yAOCTOBEPEHUS,, HOMEpP CeEpUM, AaTy NPOU3BOACTBA | (hOpMa, HAaUMEHOBaHWE  TOBApHbIA 3HaK

(naTuHUUen) aepxxaTens perucTpaunoHHoro
YAOCTOBEPEHUSA, HOMEpP cepuu, jJaTa
MCTEYEHUSI CPOKa rOAHOCTU.

Bmopu4Has ynakoeka

Ha kapmoHHOU nayke Ha pYyCCKOM $i3blKe
yKasaHo: TOproBoe HaumeHoBaHue
npenapara c npeaynpeauTenbHown
MapKUpOBKOW ®, MeXAYyHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHwue,
A03UPOBKa, thapmakoTepaneBTU4eCKas
rpynna, nekapcTBeHHas copma n
konuyecteo  TabneTok B ynakoBke,
HauMeHoBaHue " copepxaHue
AeicTBylOLero  BewlectBa B OfHOW
Tabnetke, ycnosus XpaHeHus,
npeaynpeauTenbHble Hagnucu «Coaepxut
NakTo3bl  MOHOrMApaT», «XpaHuTb B
HEAOCTYNHOM Ans aeTtel Mecte», «[Mepes
nNpUMEHeHWeM npenapata O3HaKOMbTECb C
npunaraemon WHCTpykuuei», «MpuHumaTtb
NO Ha3Ha4YeHWo Bpava», YCroBUA OTNycKa,
cnoco6 npumeHeHusi, Haanuce «®» -
3aperucTpMpoBaHHbI  TOBAPHbLIA  3HAK»,
HOMEp CBUAETENbCTBA O perucTpauuv
TOBapPHOro 3Haka, HOMep PerucTpayoHHOro
YAOCTOBEPEHUA, HAUMEHOBaHUE AepXaTens
PEerncTpaunoHHOro  YAOCTOBEPEHUs, €ro
CTpaHa W TOBapHbl 3HaK (NaTuHuuen),
HauMeHoBaHWe, CTpaHa W ropos UpMbI-
NPOVU3BOAUTENS, LUTPUX-KOA, HOMEP Cepuu,
AaTa UCTEYEHUA CpoKa FOAHOCTH, LUTPUX-
koa B opmate DataMatrix, rnobanbHbi
VNAEHTU(UKALUMOHHBIN  HOMEpP  TOProBoOW
€AVHULUbI U WHAUBUAYaNbHbLIA CEePUAHBINA
HOMEP TOProBOW €4UHULbI.
HononHumensHo Ha e8mopu4HOl ynakoske
(Ha na4yke KapmoHHOU) Ha aHanulicKoM
53blKe€ yKa3aHO: TOProBOE HaWMEHOBaHWe
NeKapCcTBEHHOro npenapara,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMmeHoBaHWe, 403UPOBKa, NEKapCTBEHHas
dopma 1 konu4ecTBo TabneTok B ynakoBKe,
Hagnuck «Antiaggreganty.

12. | CPOKTOQHOCTH
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