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305022, Poccus, Kypek. yn.2-a Arperarnan, 1.1a/18

Hupextop no kauecrsy: ren/daxc (4712) 36-08-06. e-mail<nvkorneeva@pharmstd.ru>
Hauanbuuk OKK: Ten/taxc (4712) 36-08-90

HaumeHosaHue npenaparta no HA

Homep cepumn

1136241

Aarta npoussoacrea 05/2021

AHanusbl/McNbITaHUA NPOBEAEHbI B COOTBETCTBMM € HJ,

®.0639/4

Crp. I uz 4
Macnopt Ne 040000259534
PocTep aapo3oab ANA UHrANSUKMIA A03npoBarHbIK, 100 + 6 MKr/ ao3a
Konnyectso npoayKumm B cepuu (T.ynak) 17,958

lfogen go 01/2023

HA NCP-000876/09-121218, nam.Nel

fara HaumeHoBaHue Tpebosanua HA, PeaynbTaThl aHanM30B/MCNbITAHUIA
aHanuaa nokasarteneu
15.08.2021 Onucanue Br3yanbHbIA CooTBeTcTayeT
BecuBeTHbIi UAW CBETNO-KENTBIN, NPO3PAYHBIN
pacTeop B aNOMUHWEBOM BannoHumke. KnanaH v BecuseTHbIN NPO3PaYHbIK PacTBOp 8
6annoHYUK AONKHbI BbITh CBOBOAHDI OT BUAMMOW antomMuHKMeBom BannoHuuke. KnanaH u
KOPpO3uu. B6annoHunk cBoBOAHBI OT BUAMMON
KOPPO3nu,
19.08.2021 fepmeTu4HOCTL Becosoit meton 190 mr/r
CpeaHee 3HayeHue — He Bonee 525 mr/roa.
Becosoi meTtoa 292 mr/r
MaKCcUmManbHoe MHAMBUAYAIbHOE 3HAYeHME — He
Bonee
750 mr/roa.
19.08.2021 Konuyectso 003 B ED unm ro Po 150
BannoH4uke He meHee 3aaBNEHHOr0 KOMYECTBa (He meHee 120
£03)
19.08.2021 NMognuHHoCTE BIHKX CooTBeTcTayeT
BeknomerasoHa AMNponuoHaT BIMX
Bpema yaepm1BaHWA OCHOBHOrO NUKA Ha BexknomeTaioHa AMnNponuoHaT
XPOMaTOrpamme UCNbLITYEMOra pacTBopa A0MMHO Bpems yaep smnBaHua OCHOBHOIO NUKa Ha
COOTBETCTBOBATb BPEMEHHW YALPMKUBaHUA MUK XpOM3TOrpamme KMCnbITYemMoro
BeknomeTazoHa gUnNponmuoHaTa Ha PacTBOPA COOTBETCTBYET BpemMeHM
XpPOMaTOrpamme CTaHfapTHOro pacTaopa. YOLPMMUBAHMA NMKA BekNoMeTasoHa
AMNPONUOHaTa Ha XPOMaTorpamme
CTaHOAPTHOrO PacTBopa.
BIMX CooTtsetcTByeTr
dopmoTepona dymapar BIMKX
Bpems ynep»KMBaHWA OCHOBHOrO NUKa Ha ®opmoTepona dymapar
XPOMATOrpamme MCNbITYEMOro pacTsopa A0MKHO Bpema yoepsuBaHMa OCHOBHOIO NKa Ha
COOTBETCTBOBATL BPEMEHM YABDMUBAHWA NUKA XPOMATOTrpaMME UCMbITYEMOTO
bopmoTepona pymapara Ha xpomaTorpamme pPacTsopa COOTBETCTBYET BREMEHM
CTaHA3PTHOrO pacTBOpa. YAEPHMUBAHWA UK dOpMOTEPONE
tymapaTa Ha xpomaTtorpamme
CTaHO3PTHOrO pacTeopa.
19.08.2021 PecnupabensHan KackaaHbilt umnakTop, BIMX 35,0 mKkr
dpaxkuus KonuvecTso npenapaTa, OCEBLWEro Ha NNacTMHax ¢
(menee 4,7 mkr) 3 no 7 v Ha dunbTpe:
BernomeTaszoHa AMNPONMOHaT
0T 24,7 no 46,1 Mmkr
KackaaHbli umnakTop, BIXKX 2,2 MKr
Konwn4ecTso npenapara, OCEBLWEero Ha NAacTMHax ¢
3no 7 uHa dunsTpe:
®opmoTepona bymapat auruapar
ot 1,4 0o 2,8 mKr
19.08.2021 PoncTeeHHbie npumecu BIMX He obHapymxeHo
Mpumeck GeknameTazoHa AuNponuoHara
- BekNoMeTaszoHOoBbIN cnupT: He Gonee 0,5 %
B3IHX <= 0,05%
Npumecw bexknameTasoHa AMNPONKMOHaTa




.0639/4

Crp. 2134

Nacnopt Ne 040000259534

DocTep a3p0o301b ANA UKTANALMA L031MPOBaKHbIA, 100
+ 6 mKkr/ no3a

Cepwua: 1136241

- BeknomerasoHa-17-moHoNponuoHar: He Bonee
0,5%

BIMX

Mprmeck BeknameTasoHa AMNPONKOHATa

- BeknomeTazoHa-21-moHoNponuoHaT: He Gonee
1.0%

BIMHX

Mpumeck BeknameTasoHa AMNPONMOHaTa

- HewaeHTvdMuppyemas npumecs: He bonee 1,0 %
BIXKX

Mprvmeck BeknameTaszoHa AMNpPoONMOHaTa

- Cymma BCex npumecent : He bonee 2,0 %

BIMX

Mpumeckn dopmoTepona dymaparTa

- CHF 4278.01: He bonee 1,5 %

BIHX

Mpumecwn dopmoTepona dymapaTta

- CHF 4484: 1e 6onee 1,0 %

B3MX

Mpumecn dopmoTepona dymapara

- PMA: He 6onee 1,0 %

B3MX

Npumecn dopmoTepona dymapara

- HenaeHTUdUUKMpPyeman npumecs (RRt=0,75): He
bonee 0,5%

BIIKX

MNpumecn dopmoTepona dymapaTa

- HeMaeHTUPMuUMpyeman npumecs: He bonee 1,0 %
BIMX

Mpumecw popmoTepona gymapata

- CyMMa BCeX npumecei: He 6onee 4,0 %

<=0,05%

<=(,05%

<=0,05%

He obHapymeHo

He obHapymeHo

He oBHapyeHo

0,81 %

1.01%

19.08.2021

Boaa

ro Pd, O9C.1.2.3.0002.15, KynoHOMETpUYECKOe
TUTpOBaHue no K. Puwepy
He Bonee 2000 ppm

1100,0 ppm

19.08.2021

MexaHuyeckue
BKAKOHYEHMA

Pa3Huua umcna vactuu ¢ paamepom 6onee 100
MKM Ha MCNbITYEMOM QUNBTPE U HA bUNbTpe
CpaBHEHWA He [o/KHa npesbiwaTk 50.

19.08.2021

OAHOPOAHOCTL
A03MPOBAHWA

BIKX

dopmoTepona pymapar

9/10-75-125 % OT CpeaHero 3HaveHus
1/10 - 65-135 % OT CpeAHEro 3Ha4YeHms
BIHKX

BeknomerasoHa AMNponWMoHaT

9/10 - 75-125 % OT cpeaHero aHadeHus
1/10 - 65-135 % OT cpeHero 3HadeHua

101 % - 104 %

93 % - 100 %

19.08.2021

KonunyecreeHHoe
onpepeneHue (8
6annoHumke)

BIKX

BeknomerazoHa AMNpPoNMoHaT

07 14,2 no 16,6 mr/BannoH4vk
BIXX

®opmoTepona Gymapata auruapat
ot 0,852 no 0,996 mr/6annoHumk

15,9 mr/Bannony

0,943 mr/Bannony

15.08.2021

KonnyecreeHHoe
onpeaeneHwue (8 o3e)

BIMX

PopmoTepona dymapata auruapart
ot 4,3 0o 5,8 mkr/oo3a

B3XKX

BeknomeTa3oHa AMNpPonMoHaT

o1 71,9 no 97,3 mKkr/ao3a

5,2 mkr/no3a

83,9 mrr/ao03a

18.08.2021

Mukpobuonoruyeckas
uucroTa

rd P, OOC 1.2.4.0002.15, Kateropua 2

Obuwee yucno aapobHbix BakTepUi U APOMKMEBbIX
U nnecHesbIx rpubos (cymmapro) - He Honee 1072
KOE B 1 mn

e Po, OPC 1.2.4,0002.15, Kateropusa 2
Ortcytctaue Pseudomonas aeruginosa g 1 mn
[®Pd, OPC 1.2.4.0002.15, Kateropus 2

Menee 10 KOE/r

OrcytcTayer

OrcyTcTByeT
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NacnopT Ne 040000259534

®octep a3p030Nb ANA MHIBARUMHA A03MpoBaHHbIWA, 100
+ 6 mkr/ noaa

Cepus: 1136241

OtcyTeTeme Staphylococcus aureus B 1 mn

F®P®, O®C 1.2.4.0002.15, Kateropus 2 OrcyTeTayer
OtcyTeTaue 3HTEPOBAKTEPUH, YCTORUMBLIX K WENUU,
B1lmn
19.08.2021 Ynakosxa B cootsetcTauu ¢ HA /ICP-000876/09-121218 CooTBercrayet
ANOMUHMEBbI BANNOHYKK C [O3UPYIOLLMM
KNanavom, conepawmid 120 no3 npenapata. ANKOMUHMERBIR BaNN0HYMK ¢
Mo 1 6annoHymry ¢ MHTaNIATOPOM W MHCTPYKUMERN A03MPYOULMM KNANaHOM, COAEPMALLM I
NOMELLAICT B KAPTOHHYKO Nayky. 120 nos npenapaTa.
Mo 1 63NN0HYMKY C MHFANATOPOM W
MHCTPYKUMEN NOMELLAIOT 8 KaPTOHHYHO
nadry. 50 navex 8 oaHOM Kopofbe.
19.08.2021 Mapkurposka B cootsetctamu ¢ HA NCP-000876/08-121218, Coorsercrayer

nam.No1

MapkupoBka npenapata npu ynakoske Ha
npeanpuatun OAQ "®apmctanaapt-Nlexcpencrsa "
Poccus

Ha aTuketke BanncHumka

Ha pycckom s3vike ykassisatoT Toprosoe
H3aMMEeHOBaHUe Npenapara, rpyNnMpoBoYHOe
H3aUMEHOB3HUE NEeHCTBYIOLLMX BellecTs,
HaUMEHOBAHWE PUPMBI-NPOM3BOAUTENA 1 e
aApec, noroTun, nexkapcreeHHyo dopmy,
A03MPOBKY, COCTa8 OAHOM A03bI C yKazaHuem
HaNMEHOBAHWA M KO/IMYECTBA A8 ACTBYOLLMX
BEUIECTB, NepeyeHb BCNOMOraTe bHbIX BELLECTS,
KOMMHECTBO [03, «CNOCOG NPMMEHEHMA M 103y Cm,
MHCTDYKUMIO. », NpeaynpeauTenbHbIe HaanMcu
(«XpanuTs B HEAOCTYNHOM AnA aetei mecte.», «He
NPeBbIWATL NPeAnUCaHHyIo 403y.», «Mepeg,
NPUMEHEHWEM 03IHAKOMBTECH C NpUNaraemo
MHCTPYKUMEIR. »), YCNIOBMA XDAHEHUA, YCAOBMA
OTMYCKa, KOA(bl) yNakoBOYHOMO matepuana, Homep
CEPUK, AaTa U3rOTOBNEHUA, FOAEH AO.

Ha natuuuue ay6aupyeTca Haumeroaarme
dupmbl-nponasoauTens.

Ha kapToxHo# nayke

Ha pycckom A3bike yrasbisaior TOprogoe
HaWMeHoBaHWe npenapata, rpynnupoBoYHoe
HaMMEHOBAHWE AN CTBYIOUIMX BELLECTS,
HaumeHoBaHue dUPMbI-NPOM3BOAUTENS 1 ee
aApec, NOroTUn, NeKapCTBEHHYIO dopmy,
AO3MPOBKY, COCTAB DAHOW A03bl C yKa3aHuem
HaUMEHOBAHMA 1 KONWMYECTBA ABMCTBYIOLMX
BRLLECTS, NepeyeHb BCNOMOraTenbHsIX BeLLecTs,
KO/MH4eCTBO A03, «CNOCO6 NpUMEHEHNA 1 103y cm.
MHCTPYKLMIO.», NpeaynpeAUTeNbHLIE HAANMCH
(«XpanuTb 8 HenocTyAHOM Ans Aetein mecre.», «He
NPEBLILATL NpeanucaHHy A03y.», «Mepea
NPUMMEHEHMEM 03HAKOMBTECH C NpUAaraemon
MHCTPYKLMEH. », «B npeaenax ykasaxHoro CPOKa
FOAHOCTM NALMEHTbI MOTYT XpaHMTL Npenapar npu
KOMHATHOM Temneparype (He Bbile 25°C) s
TeyeHue 5 mecaues.», «Jarty Hauana XPaHEHWA npu
KOMHATHOWM TemnepaType cieayer oTmedats Ha
ynakoske.», «MOBTOPHOE XpaHeHue B
XONOAW/IbHUKE HedonycTumo!», «[ata Havana
XPaHEeHMSE NPU KOMHATHOM Temnepatype:__ »),
YC/I0BUA XPAHEHUA, YCNOBUR OTNYCKE, WITPUX-KOA,
HOMEP PErvCTPaUMOHHOrO yAOCTOBepeHUs B PO,
HOMEP Cepuw, NaTa MIrOTOBNEHUSA, roneH Ao,
HaMMEHOBaHWE NPEANPUATUSA, OCYLLECTBARIOWLErD
BTOPWYHYIO YN2KOBKY Npenapata Ha TEPPUTOPUMN
P® W ero NOroTMN, peKBUIUTLI (appec, Ten./dakc,

Ha atukeTke Bannonyuxa

Ha pycckom a3bike ykasaHsl Toprosoe
HaUMeHOoBaHMe npenapara,
TPYNNUPOBOYHOE HAWMEHOBaHME
AEVCTBYIOUIMX BEWECTB, HAUMEHOBAHME
dupmbl-npouzsoauTens u ee aapec,
NOroTAN, NekapcTeeHHan Gopma,
A03MPOBKa, COCTaB OAHOM A03bI C
YK23aHWMeM HAUMEHOBAHKUA U
KOMM4eCcTBa AeUCTBYIOWMX BELLECTB,
nepeyeHb BCNOMOraTensHbIX BelLecTs,
Konu4ecTso 403, «Cnocob NnpumeHeHus
M A03Y CM. UHCTPYKUMIO. »,
npeaynpeantesibHbie Haanucu
(«XpanuTs 8 HeAOCTYNHOM ANA fetei
Mmecre.», «He npessiwath NPeanMcaHHyH o
no3y.n, «Mepes npumeHeHuem
O03HAKOMBLTECH C NPUNAaraemon
MHCTPYKUMERA. »), YCNOBUA XpaHEHMA,
YCN0BKA 0TNyCKa, KoA(bl) YNakoBOYHOrO
mMartepuana, HoMep cepuw, aata
U3rOTOBNEHWA, rOAeH 0.

Ha natunnue gy6nupyetcs
HaWMEHOBaHKUe QUPMbI-NPOU3BOAUTENS.
Ha kaproxHo# nayke

Ha pycckom a3sixe yxasambl Toprosoe
HauMeHoBaHue npenapara,
TRPYMIMPOBOYHOE HAMMEHOBAHWE
AEACTBYIOULMX BEUIECTE, HAMMEHOBAHUE
PUPMBI-NPOM3BOANTENA 1 e aapec,
7loroTun, nekapcreeHHas dopma,
A03UPOBKA, COCTAB OAHOW N03bI €
YKA3aHMEeM HaMMEHOBAHMA K
KOMMYECTBa AEACTBYIOLIMX BelLecTs,
NEPEYEHL BCNOMOraTeNbHbIX BRILECTB,
KOnuM4ecTso 103, «Cnocob npumeHeHmns
M [103Y CM. MHCTDYKLMIO. »,
npeaynpeanTeNbHele Haanucu
(«XpauuTb 8 HeOCTYNHOM AnA peted
MecTe.», «He Npesbilath NPeanMcaHHywo
£403y.», «Mepen npumeHeHuem
03H3aKOMBLTECH C NpUAaraemod
MHCTpYyKUWe#.», «B npeaenax
YKA3AHHOrO CpOKa roAHOCTH NaUMeHThI
MOrYT XpaHuTh Npenapar npu
KOMHATHOW TemnepaType (He Bbiwe 25°C)
B Te4eHue 5 mecaues.», «[aty Havana
XPaHEHWA NpK KOMHATHOW TemnepaType
C/EAYeT OTME4ATb Ha YNaKoBKe. »,
«loBTOpHOE XpaHeHve 8 XONOAUNBHUKE
Hegonyctumo!», «[ata Havana
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PocTep a3po3ons ANs MHranALWi A031posaHHbLIA, 100
+ 6 MKr/ ao3a

Cepuns: 1136241

caiiT), dapmaxon.
Ha natuHuue aybnupyertca Toprosoe

M3pKWPOBKOK ®, HavmeHoBaHue
GrpmbI-npoun3soguTens.

MEOWMUMHCKOTO NPUMEHEHUA.

HaWMeHoBaHWe npenapata ¢ NpeaynpeauTENbHOM

HAononxutensHo MoryT HaHocuTbeA cpeacTea
MABHTMMKAUMM A8 CUCTEMBI MOHUTOPUH A
ABVXXEHWMA NEKAPCTBEHHbIX NPenapaTos ans

XPAHEHUA NPY KOMHATHOM
TEMNEPATYPE: ___ »), YCAOBUA XPaHEHMR,
YCNOBWA OTNYCKa, WTPUX-KOA, HOMEp
PEr1CcTRauUMOHHOIO YAOCTOBEPEHIS B PO,
HOMEp CepKUM, AaTa UIrOTOBNEHWA, rofeH
A0, HAMMEHOBaH e NPeanNpUATHS,
OCYWECTBARIOWLENO BTOPMYHYIO YNAKOBKY
npenaparta Ha TeppuTopun PO u ero
/I0TOTHN, PeKBW3KTLI (agpec, Ten./daxc,
cakT), dapmakon,

Ha natvHuue nybnnpyeTtca Toproeoe
HaumeHoBaHWe npenapaTa ¢
NPeaynpeAnTeNbHoNn MapkMpoBKon ®,
HaumeHoBaHMe dUPMbI-NpoOU3BOAUTENA.
AONoNHATENBHO HaHECEHbI CpeacTsa
UABHTUOUKALMK ANA CUCTEMBI
MOHUTOPUHIE ABUMEHWA NEKAPCTREHHbIX
npenapaTos 418 MeaMLMHCKOro

NPUMEHEHUA,
19.08.2021 XpaHeHue Mpwu Temnepatype ot 2 10 8°C, 8 3AWMUEHHOM OT CooTsetcreyer
CONHeYHbIX Ny4elt mecTe, BAANMW OT
HarpesartenbHeix Npubopos. He 3amopaskuBaTs.
19.08.2021 Cpok roaHocTn 20 mecaues lopex no 01/2023

3arniouenme OKK: JlekapcTeeHHbIl npenapat Pocrep aIpo30ib A0S HHra il

cootsetcrayer HA 1CP-000876/09-121218, nam.Nel
Nepsbiii 3am. HayanbHMKa otaena:

Ao3uposannsiii. 100 + 6 mkr/ 1o3a cepus 1136241

MOANMHHWK 3NeKTPOHHOTO NOKYMEHTE,

cucreme JIMMC ®apmcrannapr
CBEAEHWA O CEPTUDUKATE 3N
CepTtudmrar: 0254dccc0065adb3934fa92d565338af01
KoMy BblaaH: Bainbakoe Oner Cepreesuy
Leicturenen: ¢ 14.07.2021 no 14.07.2022

NOANMCAHHOTO 3NEKTPOHHOM NOANKCHIO, XPAHWTCA @

w

.

[aTa Bbifavu 3aKN0YeHUA 0 KayecTae 19.08.2021




