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MAKMIDAPMA
Hégr“:' Eg ;‘)Tip:‘HME Mnarpun® TabneTku, NOKPbITble NIEHOYHOK 060NOYKON, 75 Mr
l‘;igﬁ%sax‘:z‘;? oes HOMEP CEPUMN: PL1120325
Ao 6, Po% | HATA MPOM3BOACTBA: | 28.03.2025
cTpoeHMe 4, FOAEH [0: 31.03.2027
cTpoeHue 6,
cTpoeHMe 8 OBBHLEM CEPUM: 9 725 ynak. Ne30
Ten.: (495) 981-00-88 NMPOU3BOAUTEND: 000 «<MAKN3-PAPMA»
AHANU3 NO: JIN-006376-290720, uam. Net, 2, 3
XPAHEHUE: fpu Temnepartype He Bblwe 25 °C.
Ne Haumetosatine Tpeb6osaHus HY PesynbTarbl aHanusa
n/n nokasartens
1. | ONMNCAHUE BusyanbHeii. Kpyrnble aBosikoBbinyknole Tabnetku ¢ | Kpyrnele ABosikoBbinyknble Tabnetku ¢ dac-
backoil, NOKPbITEIE MNEHOYHON OBOMOYKONW PO3OBOrO | KOW, MOKPLITBIE MIEHOYHOW 0Bonoukon po-
usera. 30BOrO LBETA.
2. | NTOANNMHHOCTbL Y®-cnektpodoTtoMeTpus. YD-cnekTpbl nornowlexns | Y®-cnekrpodoromerpus. YO-cnektpe! no-
VCNBITYEMOrO ¥ CTaHAAPTHOrO PacTBOPOB B 06NacTh OT | MOWEHUA MCNLITYEMOFO M CTaHAapTHOro
250 a0 300 HM JOMXKHLI UMETb MaKCUMYMbl fipy OAHUX W | pactBopos B obnactu ot 250 go 300 Hm
TeX e AnvHAaX BOMH. UMEIOT MaKCUMyMbl TNpU OfHUX W TeX Xe
ANNHAX BOMH.
B3XKX. Bpems yaepxuBaHuA OCHOBHOrO nuka Ha xpo- | BOXKX Bpemsa yaepxusaHuAa OCHOBHOrO nu-
maTtorpaMme WCALITYeMOro pacTeopa JOMKHO COOTBET- | Ka Ha XpoMartorpamMMe WCNbITYyemMoro pac-
CTBOBaTb BPEMEHU YAEPXKUBAHMA NUKA KINONMAOrpena | TBOpa COOTBETCTBYET BPEMEHU YAepKuBa-
Ha XpomaTorpamMme CTaHAaApPTHOrO pacTBopa (pasjen | HWUA nuka KNonuaorpena Ha xpomaTorpamme
«KonnuecteeHHoe onpeaeneHue»). cTaHpapTHoro pacrtesopa (pasaen «Konwnue-
CTBEHHOE onpeAeneHunen).
3. | CPEOHAA MACCA e Po, O9C.1.4.2.0009.15.
Ot 248,56 po 263,94 mr (256,25 wr + 3,0 %). 257,15 wmr (+0,4%)
4. | PACTBOPEHUE F® Po, 09C.1.4.2.0014.15, (100%)
Y®-cnekTpocoTomMeTpus. 98%
He menee 80 % (Q) oT 3aABneHHOro konuyecTea knonu- 98%
aorpena uepes 30 MuHyT. 100%
101%
101%
100%
5. | POOCTBEHHBIE B3XX.
NMPUMECHU Mpumeck A — He Gonee 1,2 %; 0,12%
npumech C — He Gonee 1,5 %; 0,20%
SAVHUYHAA HeUASHTUDNLMPOBAHHAA NpuMech — He 6o- 0,02%
nee 0,2 %;
cymma npumecein — He bonee 2,5 %. 0,34%
6. | BOOA e Po, 09C.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,3%
7. | MUKPOBUOINOITMYECKASA | IF'd P®, 09C.1.2.4.0002.18, kateropusi 3A.
YUCTOTA ObLee uncrno aapobHbIX MUKPOOPraHU3MOB - He Gonee Menee 20 KOEB 1T
10° KOE B 1 1 (Mn1);
ObLee 4ucno ApPONOKEBBIX W MAEeCHeBbIX rpnbos: He Menee 10 KOEB 1T
Gonee 102 KOE B 1 1 (Mn);
Escherichia coli; otcyTcTBre B 1 1 (Mn). He obrapyxeHo
8. | OOHOPOOHOCTbL e Po, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV £ 15,0.% (n = 10), ecnu ycrioBue He BbINONHAETCS,
T0 AV £ 15,0 % (n = 30), n gna 30/30 TabneTok konuye- AVi0=5,6%
CTBEHHOE COAEpXaHWe Knonuaorpena AOMKHO Haxo-
auTtees B HTepsane 0,75-M —1,25-M.
9. | KONMMYECTBEHHOE B3XX. Ot 71,25 go 78,75 wmr knonuaorpena (ot 95,0 % 73,86 mr
ONPEQENEHUE A0 105,0 % oT 3asiBNIEHHOTO KONMYECTBA) B OfHOI Tab- (98.5%)
netke.
10. | YNAKOBKA [pu npoussodcmse, ¢hacoske wunu ynakoske Ha OO0 | Mpoussodcmeo, ¢hacoeka U ynakoska Ha
«MAKN3-OAPMA»: 000 «MAKU3-OAPMA»:
Mo 10 TabneTok B KOHTYPHYIO fAYelkoBylo ynakoBky | Mo 10 TabneTtok B KOHTYPHYyIO AYENKOBYIO
(6nucTep) W3 NNeHKn NONVBMHUNXNOPUAHON U conbrn | ynakoeky (6nuctep) na nnexkv NBX/MBAX u
anioMUHNEBON WNN B KOHTYPHYIO SYEAKOBYIO YNaKkoBKY | ¢hOnbru antoMuHUEBON.
(6nuctep) n3 nnexkn MBX/MBOX v donbrn anommHne-
BOM.
Mo 3 nnn 6 KOHTYPHBLIX sYEeNKoBbLIX ynakoBok (6nucte- | Mo 3 KOHTYPHBIX AYeiAkoBbLIX YnakoBok (6nu-
poB) unn no 1 6aHke BMECTE C MHCTPYKUMEN NO NpUMe- | CTEPOB) BMECTE ¢ MHCTPYKUMEN no npume-
HEHMIO B NaYky KAPTOHRHYIO. HEHMIO B NaYKy KAPTORHYIO.
11. | MAPKUPOBKA lepeuyHas ynakoeka lepsuyHas ynakoska
Ha konmypHroil siielikosoli ynakoske (bnucmepe) Ha | Ha  koHmyproi  sqelikosoll  ynakoske
PYCCKOM 53biKe yKasbigalom: TOproBoe HaumeHoBaHwe | (6rucmepe) Ha pycCKOM s3biKe - YKA3aHO:
npenapata ¢ nNpeaynpeanTenbHO MapkmpoBkoli ®, | TOproBoe HaMMeHOBaHue npenapata ¢
MEXAYHapPOAHOE HEenaTeHTOBaHHOE HauMeHOBaHWe W | NpeAynpeAuTenbHol  Mapkuposkoh — ®,
[O3UPOBKY ' (H2 PYCCKOM 1 aHIMWIACKOM  A3bIKax), | MeXAyHapoaHoe HenaTeHTOBaHHOe
nekapcTeeHHylo opMy, HaWMEHOBAHWE  TOBAapPHbIA | HAUMEHOBAHWE W LO3UPOBKA (HAa PYCCKOM M
3HaK  (natuHuueit) AepkaTens  PermcTPaumMoHHOrO | aHFMUMACKOM  A3bikax),  NeKapCcTBEeHHas
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MAKMUNIDAPMA
HQE#EEET%‘HME Mnarpun® TabneTkn, NOKPbITbIE NIIEHOYHON OGONOYKON, 75 Mr
109029 1. Mooea [ HOMEP CEPWU: PL1120325
AOM S, Pos3h " IATA NPOVN3BOACTBA: | 28.03.2025
CTpoenue 4 FONEH AO: 31.03.2027
CTpoeHYe 8 OBLEM CEPUU: 9 725 ynak. Ne30
Ten.: (495) 981-00-88 NMPOU3BOAUTEND: 000 «MAKU3-PAPMA»
AHANN3 NO: 1n-006376-290720, nam. Ne1, 2, 3
XPAHEHUE: Mpu Temnepartype He Bbiwe 25 °C.
Ne HaumeHoBaHHe Tpe6oeauuna HL, PesynbTaThi aHanu3a
n/n nokasarensi P y
YAOCTOBEPEHUS, HOMEp cepun, Aarty NPOM3BOACTBa | OpMa, HAUMEHOBAHWE TOBApPHbIN 3HaK
(npn chacoeke Ha OO0 «MAKUI-GAPMA» paty | (naTuHuueln) aepxartens perncTpaunoHHOro
NPOM3BOACTBA HE HAHOCAT), AaTy MCTEYEeHUs Cpoka | YAOCTOBEPeHusi, HOMep cepuu, fara
roAHOCTW. VCTEYEHNA CPOoKa FOAHOCTH.
BmopuyHas ynakoska Bmopuynas ynakoska
Ha kapmowHOU nayke Ha pyCCKOM A3bike ykaabigaom. | Ha kapmorHOU nayke Ha pycckom si3bike
TOprosoe HauMeHOBaHNe npenapara C | ykasaHo: Toprosoe HavmmeHoBaHWe
NpeAynpeaAnTENLHON Mapknposkod ®, MexayHapoaHoe | npenapara c npeaynpeauTesnsHon
HenaTeHToBaHHoe HauMeHOoBaHue, LO3UPOBKY, | MapKUpPOBKOW ®, MEeXAYHapOoAHOe
hapmakoTepaneBTUYECKyl0 rpynny, JEKAPCTBEHHYK | HEnaTeHTOBaHHoe HaumMeHoBaHue,
cdopmMy ¥ KonmuecTBo TabneTok B ynakoBke, | A03MPOBKa, thapmakoTepaneBTU4ECKas
‘HauMEHOBaHWe UM cojepXaHwe  JelicTeBylowlero | rpynna, NeKapCTBEHHANA chopma "
BELUeCTBa B OAHOW TabneTtke, yCnoBWsi XpaHEHWs, | KONMYECTBO  Tabnetok B . YNakoBke,
npeaynpeanTencHole Hagnucn «COAepXUT NaKTosbl | HauMeHoBaHue " CcoAepxaHne
MOHOrMApaT», «XpaHWTb B HEJOCTyMHOM ANA AeTed | ASWCTBYLIEro  BeLecTBa B OAHOW
mecTey, «Mepeg npUMEHeHneM npenapata | TabneTke, ycnosus XpaHeHus,
O3HAaKOMbTECE €  Npunaraemoli  WHCTPyKUMeNn», | npeaynpeautencHele Hagnucu «Coaepxut
«pHUMaTh NO Ha3HaYeHUIo Bpa4a», YCIOBMA OTNYCKa, | NakToss!  MOHOMMAPaT», «XpaHuTb B
cnocob npUMeEHeHUs, Haanucb «®» - | HepocTynHOM Ans AeTeii mectex, «[Mepea
3aperncTpUpoBaHHblAi  TOBAPHBLIA  3HAK», HOMEP | MPUMEHEHMEM npenapaTa O3HaKOMbTEChb C
CBUWAETENLCTBA O PperucTpauuu TOBAPHOTO 3HAKa, | MpunaraemoV WMHCTpykuuen», «lpuHumatb
HOMEP perucTpauuoHHoro YAOCTOBEPEHUS, | MO HA3HAUEHWUIO Bpava», YCIOBUA OTNyCKa,
HaumeHoBaHue LepxaTens perucTpaumoHHoro | cnocob npumeHeHws, Hagnuce «®» -
YAOCTOBEPEHUSA, €ro CTpaHy W TOBapHbLIl 3HAaK | 3aperucTpupoBaHHbIV  TOBAaPHBIA  3HAK»,
(naTuHuuel), HaumeHoBaHWe W CTpaHy UpMbl- | HOMEP CBUAETENBLCTBA O  PErucTpauuu
npoussoanTens (npu nponssoacTee Ha OO0 «MAKWU3- | ToBapHOro sHaka, HOMep perucTpauuoHHOro
GAPMA» yKasbiBalOT CTpaHy, ropoj); LUTPUX-KOA, | YAOCTOBEepeHWs, HAMMEHOBAHWE AepXaTens
HOMEp cepuu, AaTy NPOU3BOACTBA (NPW NPOM3BOACTBE | PErUCTPALUOHHOrO  YAOCTOBEPEHMs, ero
Ha OO0 «MAKU3-GAPMA» AaaTy NpoM3BOACTBa He | CTpaHa W TOBaPHblii 3HaK (naTuHuueit),
HaHOCAT), AaTy UCTEYEHMA CPOKAa FOAHOCTH, LUTPUX-KOA | HaUMeHOBaHWe, cTpaHa u ropos hupMbl-
B cdhopmare DataMatrix, rmnoGanbHbli | NPOU3BOAUTENS, LUTPUX-KOA, HOMEP cepuy,
NASHTUUKALMOHHBIA HOMEDP TOProBoi eAWHWUbLl W | jaTa WUCTEYEHWA CpOKa FOAHOCTW, LUTPUX-
VHAVBUAYanNbHLIV CEPUIAHBIA HOMED TOProBoi eanHNLbLL. | koj B copmate DataMatrix, rnoGanbHbiii
WAEHTU(UKALMOHHBIE  HOMEP  TOProBoW
eAUHULUBLI U VHAWBUAYANbHBIA CEPUAHBLIA
HOMEP TOProBOW e4UHNLbI.
HononnumenbHo Ha emopuyHoll ynakoske (Ha nayke | [ononHumenbHo Ha emopuyqHOll ynaKkoeke
KapmoHHOU) Ha aHenulickoM S3blKe ykasbigalom: | (Ha nayke KapmodHOU) Ha aHanulickom
TOProBoe HauMEHOBaHME EeKapCTBEHHOrO Nnpenaparta, | si3bike YKa3aHO. TOpProBoe HauMeHOBaHue
MEeXAYHapOAHOE HENaTEHTOBAHHOE HAWMEHOBAHWE, | NEKAPCTBEHHOro npenapara,
AO3UPOBKY, NEKAPCTBEHHYI0 POPMY U  KONMWYECTBO | MEXAYHapoaHoe HenaTeHToBaHHOe
TabneTok B ynakoBke, Hagnuck «Antiaggregant». HaMMeHoBaHWe, J03UPOBKa, NIeKapCTBEHHAs
chopma 1 KonMYecTBO TAaBNETOK B yNakoBke,
Haanuck «Antiaggregant».
12. | CPOKIrogHOCTHU 2roga CooteeTcTBYET
| O
3aksoueHue: - CooTBeTCTBYET Tpe6OBa,HHHM:-HE'IuQ\_@QZS-ZQWZO,

3M. Ne1i, 2, 3

Bonkosa O.b.




