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NuueHsnA MurucTepcTsa MpomMblLNEHHOCTH W Toproeau Pd Ne 00072-NC

CepruduKaT Kauecrsa cepuu Ne3960 oT 29.04.2020

WHaanamup, petapa, TabneTku NposIocHrMpoBaHHoro AercTBuA, NOKpPLITbIE nnexoyHoM obonouKkoii 1,5 mr

Toproaoe HaumeHoBanKe RexkapCTseHHoro npenapaTa, NEeKapCTBeHHAR ¢DpM3, A03NposKa
PerucTpaluuoHHoe YaocToBepeHue NICP-000476/09

Homep cepuu 150420

[laTta Hayana Npov3BoACTBa 04.04.2020
fogex Ao: 04.2023
Konuuecrso 115560 ynakosoK

AHANWU3 BLINOJHEH NO HOPMATUBHOMY SOKYMEHTY

JICP-000476/09-220618, Mam.Nel

MeTon KOHTpONA

HavmeHOoBaHWE NOKa3aTenn
HopmaTusHoe 3HaueHue

Pe3ynbTaT KOHTPOAA

Mo 10, 20, 30, 40, 50 unn 100 Tabnetok B HaHKu 13
nonustTHaeHTepedTaNnaTa ANA NEKAPCTBEHHLIX CPEACTs
WAM NONMNPONMNEHOBbLIE ONA AEKAPCTBEHHLIX CPRACTS,
VKYMOPEHHbIE KPbILUKAMK M3 NONUITUAEHE BbICOKOMD
[ABAEHMA € KOHTpONAEem NEPBOro  BCKPbLITUA, UM
KPbIWKaMW NCAUNPONUABHOBEIMK C CUCTEMOM CHAMAETb-
NOBEPHYTbY, UAK KPBILIKAMU W3 MONMITUAEHE HUIKOTO
LABNEHWA C KOKTPO/IEM NepBeoro.

CsoBopaHoe npocTpaHcTeo B BaHke 33anonHR0T BaTOM
MELULMHCKOH rUrpOCKONULECKOR.

Ha BaHKy HAKNEUBIKOT ITUKETHY CAMOKNEALYIOCA.

Opany Banky um 1, 2, 3, 4, 5, 6, '8 uny 10 KOKTYpPHBIX
AYEHKOBLIX YNAKOBOK BMECTe € MHCTPyRuwel no
NPUMEHEHWIO TMOMEWAIOT B KAPTOHHYIO YNakoBKY
{nauxy).

Onucanue BuayanbHbIn
TabneTkd  ABOAKOBLINYKNOW  GOPMBI,  NOKPLITGEIR TabneTku SBOAKOBLINYKAOH dopMbY,
nneHourol oBonoukoit Bencro uaw noutu Henoro NOKPbITLIE NAEHOUHOH 060N04YKON
ypera, Ha usnome BENDro uau nodTv 6enoro useTa. Genoro useTa, Ha uanome Genoro LBETa.
MNoANMHHOCTD BIXX
Bpems YAEPHUBAHUA QCHOBHOTO nuKa Ha
XPOMATOTPaMME  MCMBITYEMOre  PacTsopa  AQ/KHO CooTseTcTeyeT
COOTBETCTBOBATL BPEMEHM YASMKMBAHUR OCHOBHOMD
fvxa Ha xpomaTorpamme pacteopa CO uHaanamuaa.
PacTsopeHue Yd-cnektpodoTomeTpua
Yepea 44— 07 20 A0 40 % CigHaeCIN;O5S (wHaanamuaa). 27%
Yepes 84 —o7 40 Ao 60 % CigHisCIN30s5 (vHaanammnaa). 48 %
Yepes 16 4 — He meHee 75 % CieH16CIN3O35 87 %
(MHAANamMUAR) OT 33RBNBHHOMG COAEPMHAHUA,
PopacTBeHHbIE NPUMECH BIWX
Npumecs B {4->mop-N-(2-memn-1H-nH,qon~1un]—3-
cynbhamonnbersamua) — He Gonee 0,5 %. 0,08 %
4-xnop-3-cynbdamounBeHsoRHan RUCNOTa — He 6onee 0,06%
0,2 %. EQUHWYHERA HerAeHTUGUUNPOBAHHAR NDUMECE = He oBHapyeHo
He 6onee 0,1 %.
Cymma npumeceli - He Bosee 1,0 %. 0,14%
QOHOPOAHOCTD A03UPOBAHKA rd X, cnocob 1, Yd-criexTpohoToMeTpus
AV<15,0% 6,9 %
KonuyecteeHHoe onpegeneHue BIMX
Copepwatme CisHisCINsOsS (uHpanamupa) B oaHoM 1.47 Mr
Tabnetke gomkHo GuiTh OT 1,35 AC 1,65 Mr., CHNTaR Ha d
cpenHion Maccy Tabnetku.
Mukpo6UoAOTUYECKAA YMCTOTR
O6wee ¥vcno aspobHeix Gakrepuid 8 1r | He 6onee 1000 <10
Obuiee uucno rpubos s 1r He 6onee 100 <10
Escherichia coli Orcyrereune OTcyTeTeyer
Ynakoeka Mo 10, 30 TaBAETOK B KOHTYpHYIO AHENKOBYIO YNKOBKY Mo 30 TaBAeTOK B KOHTYPHOH AYEHKOBOH
M3 NAEHKM  NONMBMHUAXNOPWAHOW M GoAbrM | YNakoBHe u3 NABHKN
2NIOMUHUEBOI NeYaTHOM NaKUPOBAHHOH. NOAMBUHUAXAOPUAHON w donsbru

AMOMWHUEBOH NEYaTHOM NaKkMPOBAHHOR.
1 KOHTYpHaR A4EHKOBAR  YMaKOBKA
BMECTE € WHCTPYKUMEH no NpUMEHEHUIO
NOMEleHa B KAPTOHHYD  YNaKOBKY
{nauxy).

Croanvia: 1 n3 2
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NMugH3UA MUHUCTEPCTBA NPOMBIWASHHOCTY ¥ Toprosnu PO Ne 00072-NC

( MapK1pOBKa

Ha KOHTYpHOM AueiKoBOW YNaKOBKE (6aucTepe)
yK@3bIBAIOT TOPrOBOe HAUMEHOBAHME NEH3pPCTBRHHOIO
npenapaTa W  ME@KAYHAPOAHOE HENaTEeHTOBAHHOE
HauMmeHoBaHWe, AERapPCTBEHHYIO GOPMY, [O3WDOBKY,
HauMeHoBaHUe nepwarens PErUCTPELUKOHHOTD
VAOCTOBEPeHWS W  HaUMEHOBIHWE MPOUSBOAUTENS
NeKapcTBeHHOro npenapara, Homep cepuu
(BRAOMBIOWMA MeCARY, W TOA npou3BoACTBa), A3TY
KCTEUEHMA CPOKA TOAHOCTH (MECALL ¥ ro4).

Ha 3TMKETKE faMKW  yKa3biBalOT  TOprosce
HAWMEHOBaHWE  NeKapcTBeHHOrO  npenapata w
MEXAYHAPOAHOE HEMaTeHTOBaHHOE HaUMEHOBaHME,
neKapcTeerHyro  GOpMY,  AO3UPOBKY,  KOAWHECTBO
raBneTox B BaHKe, cnocob npumMereHua: « 48 NpUema
BHYTPbLY, HaumeHoBaHue Aepmarens
PETUCTPaLMOHHOTO YAOCTOBEPEHUA U HIUMEHOBAHWE
NPOW3BOAWTENA NEKApCTBEHHOrO MpenapaTa, oroTvn
fIPOV3BOAMTENS, dapm-xoa, Homep cepum
(BKAONAIOWMA  MECAL, W TOA npow3sopacTea), ATy
WCTEYEHUA CPOKA NOAROCTH (rOAEH AO: MECALL U ron).

Ha KapTOHHOY Yynakoske (nauxe) yKazeisaloT TOprosoe
HAMMEHDBEHME  AEKapCTBEHHOre  npenapata  w
MEXAYHApPOAHOR HEMATEeHTOBAHHOE HAWMEHOBAHUE,
HaumeHoBaHue LepwaTens perucTpaLMoHHOr
yaocTosepeHus  (coBnagaeT € HaMMEBHOB3HWEM
npov3BoauTeNs), afpec NpPoM3BOAUTENA (COBNaAaer ¢
agpecom nepwatens PerucTpayMoHHOro
yaocToBepeHun) (cTpana, obnacTe, ropoa),
INEKTPOHHLIA  adpec W CaUT  NpOW3BOAMTENS,
nexapcTsenHyl0  dopmy,  AQ3MPOBRY,  KONWHECTBO
Tabnetok B yNaKosKe, WHGOPMauMiO O COCTABe

NeKapCTBEHHOMO npenaparta (HaumeHoBaHWe
AeHCTBYIOLLET0 BRLLECTBA U BT0 KONMHECTBO, nepeveHs
BCOMOraTeNbHbIX selects), Homep cepum

(ekniouatowmid  mecal, W rog NPOW3B0ACTBEA), MAaTY
UCTEUEHWA CPOKa roAHocTH (rofeH A0 Mecaly U roa),
YCNOBUA XpaHerus, cnocob npumeneHun: «4na npuema
BHYTPL®, YCNOBMA OTNYCKE, HOMEP PEerucTpaUUOHHOTO
VAOCTOBEPEHMA, NOrOTAM NPOMIBOANTENA, HAapM-KOA,
LITPHXOBOM KOA, ABYMEDHLIN WTPMXOBOM KOA, C NONHOH
UMK uwacTWuHOM  pacwnbpoBKOW  WHHOPMALIMM,
COREPMKALEHCA B ABYMEPHOM LTPUXOBOM KOAE MAM
Bea Hero, «CMOTPM WHCTPYKUMO NC NPUMEHEHWIO
(nucTok-Brnagpiw)», «He NPUMEHATs MO WCTEHEHWH
CPOKa rogHOCTHY», «XpaHnTe B HEAOCTYMHOM ANA neteit
mecre,

Ha KOHTYpHOW AYEHKOBOW YNaKOBKE

{6aucrepe) yKa3aHo! Toprosoe
HaWmeHoBaHWe NeKapCTBEHHOM
npenapaTa " MeMAYHapoAHO.
HenaTeHTOBAHHOE HauMEHOBaHHe,
fekapcTBeHHan  Gopma,  AOIUPOBKA,
HanmeHoBaHue p,ep)KaTeﬂﬂ
PErUCTPALUMOHHOTD  YAOCTOBEPEHUA W
HaumeHoBaHue npou3BoAUTENA

NeKapCTBEHHOrO  Npenapata,  HOMep
cepud (BrAOUAIOWMA  mecal v FOA
Npov3BOACTEa), AATa WCTEYeHWA CPOKa
roaHocTV (mecay, u roa).

Ha  KapTOHHOW  yNaKoske (navxe)
yKkazaHo: TOprosoe  HauMEHOBaHWE

NEeKapCTBEHHOTO npenapara “
MexayHapoaHoe HenaTeHTOBaHHOE
HavmeHaBaHWe, HanmeHosarne
LepaTenn perucTpaunoHHOro
YA0CTOBEPEHUA (coenapaer c
HaUMEHOBaHWEM npousoauTens),

agpec npowssoputens (coenapaet ¢
afpecom AEepHaTens perucTpauuoHHore
ypoctoseperun)  (CTpaHa, obnacrs,
ropoa), 3NEKTPOHHbLIA aapec W canT
NPOW3BOANTENA, NEKApPCTBEHHAA dopma,
[03MpOBKA, KOAWsecTBo Tabretok 8
ynakoske, wHdOpMauua © COCT3BE
NeKapcTBEHHOMO npenaparta
(HaumeHOBaHUE pelicreyroulero
BEUeCTBa U €ro KONMYECTBO, NEpedeHb
BCNOMOraTeNbHbix  BeljecTs), HOMep
cepun  {BKNIOMBIOWWMIA  MecAly W roj
NPOM3BOACTEA), AATa WCTEYEHMR CPOKa
rogHocTH (ropeH AO! MecRy ¥ roa),
YCNOBWA XPaHEHUA, CNOCOS NPUMEHEHUA!
«NA NpUEma BHYTPE®, YCNOBUA OTNYCKE,
HoMep PerucTpauUOHHOM
YAOCTOBEPEHUR, nororun
npousscaMTens, Gapm-xkoa, WTPUXOBOM
Kop, [ABYMepHbIA WTPUXOBOW Kop ¢
YacTUHHOM pacwudpoBKOi
urdopmauum, copemKawenca B
ABYMEPHOM WTPUXOBOM KOAE, «CMOTPH
UHCTPYKUMIO NO NPUMEHEHUID {nucTok-
BKAAABIW)?, «He npumeHaTs  No
WCTRYEHUM CPOKA MOAHOCTU®, «XPAaHUTh B
HEeAOCTYNHOM ON1A AeTeH MecTe.

CpOX rogHOCTH

3 ropa

XpaHeHune

B 3aWMLEHHOM OT CBETa MECTE NpW TemnepaType He Bbille 25 °C.

3aKknloueHUe: COOTBETCTBYET TpeboBaHuAM NCP-000476/09-220618, M3m.Nel

3am. AUPEKTOPa MO Ka4ecTBy M / NbAxauHa E.

Cornausuia ? ua




