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et 2'200000'383808

CEPTUDUKAT CEPUM rOTOBOW NMPOAYKLUUN
(nexapcTeeHHbIe NpenapaThbl ANA MEAUUMHCKOTO npumeHeHus) Ne 487

AHabepoH AeTCKUI Kannm ans npuema BHYTPb ((P/1IaKOH/KanenbHuua)
25 Mn X 1 (nayka KapToHHas)

HassaHue, nekapcTeeHHas hopma, pasmep ynakoski

Crpana HasHauenus: POCCUSA

Homep cepun: 4190320

Hata npoussogertea:  30.03.2020

Cpok rogHocTi rogen go:  30.03.2023

KonuuecTeo ynakosok B cepyu: 11 660 wT

Homep PY: NM-003928 Aarta peructpauuu: 27.10.2016

HA: ®CM /IN-003928-271016 ot 27.10.2016 M3M.N91,2

Hacroswwum s ynoctoeepsio, uto Bce craguu NPOWU3BOACTBA CEpPUN roTOBOI
NPOAYKLVW NeKapcTBEeHHOro npenapata Ans MeAULMHCKOrO NPUMEHEHUS BbINONHANUCS
B NONHOM cooTeeTcTBUM ¢ TpeboBaHuaMU GMP u pervcTpaumMoHHbIM aocke.
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maTeria Y mebica
CEPTUOUWKAT KAYECTBA Ne 419

Haasanue npenapara: «:AHAGEPOH OETCKWH»

CrpaHa ~ npoussoauTens: Poccuiickan degepaunn
Homep perucrpauvoxHoro yaocrosepenns: 1M - 003928 or 27.10.2016 go 27.10.2021,

Cocras Ha 1 Mn kanenb 4NnA NPUEMa BHYTDL:
akmueHsle eeujecmea:

AHTATENE K raMMa MHTEPDEPOHY Yenosexka athuHHO ounLLeHHble 0,006 r*
"BBOARTCA B BMA® CMECH TPEX AKTHBHLI BOAHBIX PEIBEAEHWA CyGCTaHUMY, PAIBEABHHOA COOTRETCTREHHO B 100", 100%, 100% pas

8CNIOMO2EMESIbHbIE Beuwecmea:

ManbTUTON 006 r
rnuyepon 003r
copbar kanua 0,00165r
NMMOHHaR kucnora GessogHan 0,0002 r
BOAAa CUYULLEHHERA A0 1T mMmn

INexapcTBeHHan opma: kannum 4nA npuemMa BHYTDb

Paamep u Tun ynakoski: no 25 Mn Bo hraKoKbl W3 OKPALIEHHOTO CTEKNA, YKYNOPEHHLIE KPBILLKAMM © KQHTPONEM NEepBOrQ BCKPbLITUA, €
xanenbHuued. Kaxbii nakoH BMECTE C UHCTPYKLMER NO MEAULIMHCKOMY NPUMEHEHWIO NOMELEH B NAYKy W3 KapTOHAa.

KonwdyecTso ynakoBok 8 cepuu: 11660 wr.

Homep cepuu: 4190320

Oara npoussoacrea: 30.03.2020

[ata okoHYaHUA cpoka roAHoCTu: rogex Ao 30.03.2023

Opuanyeckun agpec: 000 «HMP «Matepua Measuka Xonauurs, Poccus,
127473, r. Mocksa, 3-it Camoteunsii nep., 4. 9, Tenedor/dake: +7 (495) 684-43-33

Alpec npou3soacTBeHHOR Nnowanky: Poccus, r. YenaBuHck, yn. Byrypycnanckan, g. 54

Nuuensng: Ne 00432-N1C ot 03 centabps 2019 r., BoiganHas MukucTEpPCTBOM MPOMBILLINEHHOCTY U Toproenu Poccuiickoi degepayun
Pesynbrars! ananusa:

Mokasatenwu Tpebosaxuna NMN-003928-271016, nam. 1,2 Pe3ynkTaTkl MCNbLITAHUNA
Onucasxue BecusetHas wunu noutw GecuseThas Npo3pauHan | BECLBETHAN NPOIPEIHEN KHAKOCTD,
HUAKOCTD.
MoAanUHHOCTL KayecTeenHas peakuMs CO CMECLID nUpoKaTexuHa | PacTeop npuobpeTaer PO3OBYIO OKPACKY.

pacteopa 10 % ¥ CEPHOR KUCNOTLI KOHUEHTPUPOBAHHKOIM, CooTBeTcTByET.
Pactsop npuobpetaeT pO3CBYKD WK BUHHO-KDACHYIO
OKpacky (ManbTuTon)

pH Or45807,0. 5,38, 5,38, 5,38
MoTeHUMOMETPUYECKUA,  UCNBLITAHWE  NPOBOJAT B CoorsetcrayeT Tpebosanuam e X, 7. |,
cooteercteMu ¢ TtpebosanuAamu e Xlil, 1. [ |O®C.1.2.1.0004.15.
O®C.1.2.1.0004.15 unu Ph.Eur., n. 2.2.3,
HaBnekaeMuiit 06beM WeneiTatue NpoBOAAT B COOTBETCTBUM ¢ TpeBoBakuaMu | Cp. 3HaYEHMe oBvema 10 hnakoHos: 25 mn
re Xil, 7 1l, O®C.1.4.2.0002.15 «W3snexaemsii| 100 %.
obvem». MuHuManbHbid o6bem 1 hnakoHa:25 mMn (100%).

Cpeptee 3Havenne obwema cogepkumoro 10 ynakosok CooteetcrayeT TpeGoranuam 'd X, 7. 11,
AonxHa BbiTe He MeHee 100 %, ¥ Hi caHa U3 ynakoeok | O®C.1.4.2.0002.15 «Msenekaembli obvem».
HE [OMkHa UMeTb obbem Mexee S5 % OT ykasaHHoro Ha
atuketke. Ecnm cpegHee  3Hauyewme  obbema
copepxumoro 10 ynakoBok MeHee 100 % OT ykasaHHoro
Ha 3TUKETKE, HO HU OAHA W3 YyNakoBOK He umeeT obbem
MeHee 95 % wunu cpegHee 3HaveHwe obvema
coaepxumoro 10 ynakoBok cocraenset 100 % v obbem
He Gonee yem OAHOK ynakosku MeHee 95 %, HO He
meHee 80 % OT yKa3aHHOro Ha 3TUKETKE, TO BbINONHAIOT
ucnbiTanue Ha 20 AONONHUTENbHBIX YNaKoBKaXx.

Cpearee sHauenue obwema cogepxumoro 30 YNaxkoBoK
AOMKHO cocTaBnATe He Mmexee 100 % oT obvema,
YKa38HHOrO Ha sTukeTke, ¥ oBwem He Gonee Yem oaHOM
u3 30 ynaxosok MoxeT GbiTb MeHee 95 %, HO He mexee
90 % OT yKa3aKHOro Ha aTuKeTKe.
Mukpobuonoruvyeckan Merog 1. Te X, rt |, O®C.1.2.4.0002.15 Coorserctayer TpeGosanuam e Xill, 1. [,
YyuecToTa «MukpoGuonoruveckan yucToTar: 0®C.1.2.4.0002.15 «MuxpoBuonoruseckan

8 1 mn npenaparta zonyckaeTcs He Gonee 50 aspobHbIX | YMCTOTaN:

Gakteput  u ApoiokeBbiX M nnecHeebix rpuGos | B 1 Mn npenaparta menee 10 KOE a3pobHbix
(cymmapHo), npu OTCYTCTBUM aHTepoGakTepuit, | GakTepuit 1 APONOKEBLIX U NNECHEBLIX rPUGOs,
YCTOWuMBBIX K wenuw, Pseudomonas aeruginosa, OTCYTCTBYIOT 3HTepobakTepum, yeToRYUBEIX K
Staphylococcus aureus, Escherichia coli. Xenuw, Pseudomonas aeruginosa, Staphylococcus
aureus, Escherichia coli. (meTog 1).
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Ynakoska Mo 25 mn 80 (NakoHbl W3 CKPalWeHHoro CTekna, CooreeTcTByeT.
YKYNOpEHHBIE  Kpbilukamu  C KOHTpONEM  nepsoro | Mo 25 MN BO (hnakoKbl M3 OKPALLEHHOra CTeKna,
BCKPLITUR, © xanensHuued. Kexaeld ©nakoH BMeCTE C|yKynopeHsie KPbILK3MK C KOHTRONEM NEPBOro
VHCTPYKUMEA NO MEAKLIMHCKOMY NPUMEHEHWNIO NOMELLAIOT | BOKPLITUA, © KanenbHWuen.
B Naqky 13 KapToHa. Kawablil hnakoH BMECTE C MHCTPYKUMeR No
MEAWLMHCKOMY NPUMEHEHUIO NOMELLEH B Nayky U3
KapToHa.
MapkupoBka MapKupOBKa NEPBUYHOR YNAKOBKM. CooteeTcTayeT
Ha atukeTke (hNaKkoHa yKasbiBaT. HaNMEHOBAHKE, MapkupoBxa NEpBUHONA YNaKOBKK.
agpec, TenedoH/ake U TOBAPHLIA 3HAK NPOMIBOAUTENA, Ha aTukeTke hnaKkoHa yKasaHo: HaMMeHoBaHue,
Ha3BaHWE Npenaparta, NekapcTBeHHy hopMmy, obbem aapec, TenedoH/(haKc, TOBAPHBIR 3HAK
fpenaparta e M, YCNoBuA XpaHeHus, «XpaHnTs B NpOU3IBOAMTENSA, HA3BAHME Npenapara,
HEAOCTYNHOM ANA AeTed mecTen, «[lederue rpunna u nexkapcTeeHHan hopma, cocTas npenaparta, obwem
npocTyAbi», «¢ 1 Mecaua», «M3berate 3amMopaxuBaHUm», npenaparta B Mn, «Cnocob npUMEHEHNA 1 403bI: CM
HOMEp CepUM, CPOK rOAHOCTH («TOABH A0 .. »). UHCTPYKLMIO N0 MEAMUNHCKOMY NDUMEHEHWIO
MapKUpoBKa BTOPUHHON YNAKOBKU. BHYTPW YNAKOBKW», YCNOBMA XPAHEHWUA, YCNOBUA
Ha KapTOHHOR NayKe YKalbiBaloT. HAaUMEHOBaHWe, aApeC, | OTNYCKE, «XpaHWTh B HEAOCTYNHOM ANA AeTeR
TenedoH/thake U TOBAPHbIA 3HAK NPOUIBOAWTENS, mecre», « [leyenue rpunna v npocTyaa», «Anf
HalpaHWe npenaparta, NexkapcTeeHHyio opmy, cocTas petedn, «¢ 1 mecAua», «MaberaTs
npenapata, 0Gbem npenapata B MN, «Cnocob 3aMOpaXUBAHUAY, (hapM-KOA (rPacuueckui 1
NPUMEHEHUA U A03bl: CM. MHCTPYKUMKO N0 MEAULIMHCKOMY uuchposo), Homep cepuu («Cepus: ... »), CPOK
NPUMEHEHUIO BHYTPU YNAKOBKU», YCNIOBUA XPAHEHUR, roaHocTH («oaeH ao:...»}, AaTa NpOK3IBOACTBa
YCIOBMA OTNYCKE, «XPaHWTh B HEAOCTYNHOM ANR AETER («[laTa NpOM3Ia.. ...»), WHAVBUAYANEHbIR CEPURAKLIA
MecTe», « fleyeHune rpunna v npocTyaa», «AnA AeTeRy, HOMEp noTpebnuTenscKol (BTOPMYHOR) yNakoBKu
«c 1 Mecsua», «Maberatb 3amopaxueaHus», Ppapm-koa («C.H.: ...»}), rnoBansHbIA HOMep ToBapa GTIN
(rpathudeckqit U LMPOBOIA), HOMED Cepun («Cepus: («GTIN ...»), perucTPaLMOHHbIA HOMED, WTPWUX-KOA,
...»), cpOK rogHocTH («opeH AC:...»), AaTta cpeacTeo naeHTudukaumny (2D koA B
npon3BoACTEa («[lata npouas.. .. »), MHAMBKAYENbHBIA MalUMHOMMTAEMOR hopme).
CepuiHbIR HOMER NOTPESUTENLCKOR (BTOPUYHON)
ynakoskn («C.H.: ...»), rnoBanbHeii HOMEp ToBapa GTIN
(«GTIN ... »), pEracTpaLMOHHBIA HOMEP. LWTPUX-KOA,
cpeacteo uaeHTuduKaunm (20 koa 8 MalKHOYMTaEeMOR
copme).
XpaHeHue Mpw TemnepaType He Bbile 25 e CooTteeTcrayeT.
Mpu TemnepaType He esiwe 25 °C.
Cpok rogHoCcTH 3Jroja Mopen ao: 30.03.2023.

KoMMeHTapun: Yxa3aHHas B HAaCTOsILEM CepTUdUKaTe Cepun npenapara cooTeetcTayet Tpebomanunam NM-003928-271016, uam. 1,2

3angneHue 0 cepTudvkaumu: STUM A CBUABTENLCTBYIO, YTO NMPWBBAEHHARA Bbilie MHGOPMaUMA AOCTOBEpHA W TOYHA. 3ta cepua NpoAyKUWwW
Gbina npos3eeseHa (BKnoyas YNaKoBKy/MApKUPOBKY) W KOHTPONb €€ KaYBCTBa BhINONHEH B NONHOM COOTBETCTBUM C npaeunamu GMP u gocee
cneuudukauuid ans uccneayemero JIC. TlpoTokonbl NPOW3BOACTEA. yNaKoBKA M aHanuioB Obinik PaccMOTPeHbl ¥ COOTBETCTBWE GMP
YyCTaHOBMNEeHO.

Havanshuk OKK

osa E.A.

Darta: 05 anpens 2020

"MATEPHA MEHK,
AOTIHHET

CeprudvraT xauectea Ned419 ot 05 04.2020 Crpanvua 2 wa 2



