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CEPTU®UKAT CEPUM FOTOBOW NMPOAYKLIUM
(nekapcTBeHHbIe Npenapatkl ANA MeAULUMHCKOro npumMeHeHus) N 745

Adanasa Tabnetku ans paccacbliBaHus (KOHTYpHas S4enkoBas
ynakoska) 20 x 5 (na4ka KapToHHas)

Ha3eaHue, nekapcTBeHHan opMa, pasmep ynakosku

Ctpana nasHavenns: POCCUA

Homep cepun: 5510621

[arta npoussoactea: 07.06.2021

Cpok rogHoctu roper ao:  07.06.2024

Konuyectso ynakosok B cepun: 14 896 wT

Homep PY: JIM-N (000021) - (Pr-RU) Aara peructpaumun: 12.12.2019

HA: ®CN N-N (000021) - (Pr-RU) - 121219 ot 12.12.2019

HacToswmm 5 yAOCTOBEPSID, YTO BCE CTaAuu NPOU3BOACTBA CEPUM FOTOBOW
NPOAYKLUWM NEeKapCTBEHHOro npenapara Ans MeAULMHCKOro NPUMEHEHUA BbINONHANNCH
8 nonHom cooreeTcTBuK ¢ TpebosaHuamu GMP u perucTpaymoHHbiM 4OCkE.

YNOnHOMo4YeHHoe nuuo: ((% leowaa EB/
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CEPTU®UKAT KAYECTBA Ne 651

Hassaue npenapara: «<AGAJIAIA» Ne100
CTpana = npoussoauTens: Poccuiickas deaepauus

Howmep pervcTpauMonHOre yaoctoreperus: NIN-N (000021) - (PM-RU) ot 12.12.19, cpok geiictann ao 12.12.2024.
Cocrae Ha 1 TaBneTxy:
[edcTeyiOUiMe BELLECTEA:
AnTurena K sHacTenuansHoi NO cunTase adichwHHO ONHLLGHHbIE -0,006
AHTWTEna Kk npoctatocneumduieckomy aHTUreny adichnHHO OUMLUeHHEIS -0,006 r*
SHRHOCSTCH HAl NBXTOTY B BUS CMBCH TPSX AXTUEHALIX BOHO-CHMPTOBLIX P A cyBScTanuau, p 10 COOTBY 08 100", 100%, 1007 paa.
Bcnomoratenbtbie selujecrsa:
flakTo3bi MOHOMMAPAT -0,267r
Lienniono3a MUKpOKpUCTaNNU4eckan -003r
MarnuR creapar -0,003r

Teopernueckan macca Tabnetkn 0,31
NexapcTeexHan dopma: TabneTku gna paccacsiBaHWA

Paamep ¥ TN ynaxosxu: no 20 TabneTok 8 KoHTYPHOW Ay

@iikOBOMA ynakoBKe U3 NNeHkn NOMMEMHAMXNOPUAHOA W POMLI ANIOMHUHKEBOR,

110 5 KOHTYPHbIX AHEAKOBLIX YNAKOBOK BMECTE C HHCTPYKUMeR N0 MeAULIMHCKOMY NPUMEHeHUIO NOMELUEHB B NaYKy N3 KapToHa,
KonuuecTeo ynakosox & cepuy: 14896 wr.

Homep cepuu: 5510621

DOara npovgeoacipa: 07.06.2021

[iaTa oxoH4aHMA CDOKE FOQHOCTH: ropeH Ro: 07.06.2024

10puaryeckuit agpes: 000 «HIM® «Marepua Meguka XonauHre, Poccun,

127473, r. Mockea, 3-i CamoTeunsii nep., 4. 9, Tenedow/chake: +7 (495) 684-43-33

: Poccus, r. YenaBuxck, yn. Byrypycnanckas, 4. 54

ANDEC NDOWIBOACTBEHHON NNOLWIAAKN:
Nuuenans: Ne 00432-NC ot 02 ¢espans 2021 r., BblAaHHAR MWHUCTEPCTBOM MPOMBILLIEHHOCTH M TOProBnu Poccuiickol Pegepaumn

PeaynbTarsl aHanusa;

Noxasareriu TpeBosauua ®CN MN-N (000021) - (PT-RU) - 121219 Pe3ynbTarbl UCMLITAHWA
Onucanve TabneTkn nnockouwnueapkuyeckodt dhopmet, ¢ puckod n | Tabnertkn NNOCKOUNNUHAPMUECKOH chopMbl, €
thackoi, ot Genoro Ao noytn Genoro usera. Ha nnockoit | pucko#t u chackoit, Genoro ysera. Ha nnockod
CTOpOHE ¢ puckod HaneceHa Haannce MATERIA MEDICA, | cTopone ¢ puckoR HaHeceHa Haanucs MATERIA
Ha ApYrol nnockoid CTOPOHe HaHeceHa HaaNUCh MEDICA, Ha Apyroit nNocKoi CTOPOHe HaHecaHa
AFALAZA. Haanuce AFALAZA.
MoANUHHOCTL Peakuns Ha Naktossl MOHOTWMAPAT C MEeaHo-TapTpatHuim | CooTeeTcTayeT.
peakTueoM (peakTusom denuura). JomkHo HabnioAaTsch
BbiNaZEeHWe 0Caaka OpaHXes0-kpacHoro LgeTa.
PacnagaeMocTb He OGOonee 15 muHyT. McneiraMMe NPOBOART B | 2 MUHYTHI 10 cekyha
cootBETCTEMM ¢  TpeBosahvamM [® Xl 1. I, | Cooteercrayer Tpefosanmam [P xi, . W,
0dC.1.4.2.0013.15 09C.1.4.2.0013.15
OAHOPOAHOCTL MACChI WcnbiTanue npoeoAAT B8 COOTBETCTBKA C TPEOOBAHUAMK Cpeatan macca: 0,300 r
Tabnerok I X, 7. 11, 09C.1.4.2.0009.15. OvknoHeHua: ot 0,67 % A0 +1,67 %
JlonycTMMOB OTKMOHEHWE MactCsi OTAGNBbHLIX TabneTtox or CoorsetcrayeT TpeGopanuam e Xil, 1. I,
cpenreit macce ana 18 ma 20 TaGneTox cocraBnreT 5 | 09C.1.4.2.0009.15.
%; ana 2 w3 20 Tabnetok cocrasnreT * 10 %.
MuxpoGronormueckan Metoa 1. VICMbiTaHWe NpOBOAAT B cooTeeTcTeMM C | COOTBETCTBYET TREGOBAHUAM re X, .1,
YucroTa TpeGosarmamu ®  XHI, T |, O®C.1.2.4.0002.15 0O®C.1.2.4.0002.15 (kaTeropus 3A):
(kaTeropun 3A). obLiee YHCNO aspobHbIX MUKPOOPraHNIMOB ~
meHee 10KOEB 1 T;
ofiujee YMCNO APONOKBBLIX M MNEcHesbix rpuGos
—-meHee 10KOEB 1T,
B 8 1 r ovcyrcTeyioT Escherichia coli.
Ynakoska Tlo 20 Tabnetok B KOHTYPHOA AyeikoBOA ynakoake w3 | CoorseTcTByer.
NAEHKYA NONMBMHANXIOPWGHOR W chonbrv anommHuesolk. | Mo 20 rabnetoxk B KOHTYPHOW AYeiikoBO#
Mo & KOHTYPHBIX AuEHKOBLIX YNakoBOK BMECTe C | YNAKOBKE U3 NneHku NONUWBUHUNXIIOPUAHOA W
MHCTPYKUMEH NO MEAMLMHCKOMY NPUMEHEHNIO TIoMeLaloT cdonbru  anomunnesoid. Mo 5  KOHTYpHBIX
B Na4Ky W3 KapToHa. ABAKOBLIX YNAKOBOK BMECT® ¢ MHCTPYKUUeR no
MEMLUMHCKOMY NPUMEHEHWI noMeLaloT
nauKy U3 KapToHa.
YecnosuA XpaHeHus B 3awmueHHoM OT cBeTa MecTe, npu TemnepaTtype He CooTBeTCTRYET.
Bbiwe 25 °C. B 3aLMLIGHHOM OT CBETA MEcTe, NpK
Temnepatype He Buile 25 °C.

Ceprwdwan keuectaa NeSE1 ot 23.06.2021

CrpaHuya 1 ma 2




Moxasarenn TpeGosanua SCN JH-N (000021) - (PF-RU) - 121219 PeaynkTaThl HENLITAHUNA
MapknpoBKa Ha KoHTYpHOK A4@AKOBON YNaKoBKe YkadbiBalaT, HassaHue CooTsercTayer. I
npenapara, NexapcTBeHHYI0 GPOPMY, HanMeHOBaHWe Ha xoHTYpHO# R4eikOBON Ynaxoske yKasaHo:
NPeANPUATUA W €r0 TOBApPHLIl 3HAK, HOMED CEPWM, CROK HaasaHWe npenapara, nexkapcreenHas gopma,
TOAHOCTH. HAMMEHOBAKUE NPAANPUATUA U 810 TOBAPHLIA
Ha xapTOHHOA Navke YKaILIBRIOT, HAMMEHOBAHWE, ajpec, 3Hak, HOMep Cepui, CPOK roAHOCTH.
TenadoH/ (haKC NPEATPUATIA W 8r0 TOBAPHLIA JHAK, Ha kapToHHOR NaYKe YKka3aHO: HaUMBHOBAKNS,
HaapaHWe npenapara, NexapeTReHHY GopMy, cocTas, aapec, Tenedox/ daxc NPeANpPNATHA U ero
KonuyecTac Tabnetok B ynaxosxe, «Cnocol npuMeHeHKA ToBAPHBIA JHAK, uauQum npenapara,
W 03Bl CM. HHG‘I‘pymHIO N6 MBAMLIMHCKOMY NPUMEHeHWI0 nexapcreeHHan ¢0plﬂ. ©oCTas, Konuw4ecTeso
BHYTPY YNaKoBKu», yCTIOBHA XPRHEHAR, YCNIOBWA OTycka, | TabneTok 8 ynaxoske, |«Cnoco8 npumeHenus u
«XpaHnTL B HEAOCTYNHOM ANA AeTed MecTex, (papm-kog AO3BI: CM, unc-rpynm@ N0 MeAWULIMHCKOMY
(rpachudeckwis w UAhpOBOH), HOMEP CapUH («Cepus; ...»), | NPMMEHBHWID BHYTDH YNIAKOBKAY, YCNOBUR
CPOK rOAHOCTY («M0fIeH A0: ...»), AGTa NPOUIBOACTEA XPAHEHHR, YCNOBYUA OTNYCKA, «XPaHUTL B
(zflaTa npon3s.: ...»), WHAUBMAYANLHBIR CopuiiHbliil HOMEP | HeAOCTYNHOM ANA AeTeik mecTar, thapM-KOL
noTpeGuTenbcroil (BTOpUUHOR) ynakosku («C.P.: ...®), (rpachuseckiit n unchporoil), HOMEp copun
rnoGanbHbii Homep Tosapa GTIN («GTIN ...»), (xCepun: ...»), cpox rapHocTw («fogeH 40! ...»),
POrNCTPAUNOHHBIA HOMEP, WTPHX-KOAR, CPeACTBO AaTa NpoNIBoACTBA (xAaTa NPOoH3B.. ...»),
uaesTudhwkaumn (2D ko B MalMHouuTaemod dopme). WHANBUAYSNbHEIA CEpHiiHbIA HOMEp
notpebuTensckoi (BTopuuHOR) ynaxosxk («C.P..
...»), moGanbHuik Homep ToBapa GTIN («GTIN
¥, pu-uctpauuonuup HOMEP, LUTPUX-KOA,
cpeacTeo uaeHTHDUKaUK (20 koA B
mawnHounTaemol gopme).
CpoK roAHOCTH 3 ropa Cootmercrayer. |

: VkasaHHanA B HACTORALLEM CepTH(IMKATE COPHURA npenapaTa COOTBOTCTBYET tpeGoeanuam GCIN NMN-N (000021) - (Pr-RU)
-121218 |

38ABNSHNS © CEOTHDUKALMK: ITHM A CBUAETENLCTBYI0, YTO NMPUBEAGHHAA BuILS WH(OPMALMA JOCTOREPHA W TOHHA. 3Ta CApUA NPOAYKUMHU
Gbina NPOMIBSZEHA (BKIONAA YNAKOBKY/MADKUDOBKY) W KOKTPONL @8 KaUBCTEA BLINOMHEH B NOMHOM COOTRETCTBMW G npasunamu GMP w
A0cbe crieundmwkaunit Ana necnegyemoro JIC. MpoTokonkl NPOMIBOACTEA, YNAKOBKH W aHannaos SbitK PRCCMOTREHB W cootsercTaie GMP
YCTRHORNEHO. .
|

Hayanenin OKK

Oara: 23 woun 2021

Kepnoera E.A.

Cepriduar avacTes NeS51 ot 23.08.2021 Crpanmua 2 wa 2



