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Haumenosanue npenapata no HJ,
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Homep cepumn

1130428

Oarta npon3soacrea 02/2021

AHanusbi/McnbITaHWA NPOBEAEHDbI B COOTBETCTBUM cHA

Crp. I u3 4
Macnopt Ne 040000235927
PocTep a3po3onb anA MHranauuii A031poBaHHbIi, 100 + 6 mKr/ ao3a
Konuuectso npoaykuuu B cepun (r.ynak) 63,699

lfoaen po 10/2022

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

Oata HaumeHosaHue TpeboBanua HA Pesynbrathl aHanusos/ucnbitammii
aHanusa nokasarvenein
28.04.2021 Onucanue BuayansHeli CooTeeTcrayer
BecuBeTHbIi Mau CBETNO-KENTLIN, NPO3paqYHbINA
pacTBop B aNtOMUHMEBOM BannoHYMKe, Knanau u BecuseTHblid, Nnpo3payHbiit pacTeop B
BannoHYMK AONMHSI BbiITh CBOBOAHBI OT BMOMMOM antomMuHesom BannoHuymke. Knanau u
KOppOo3uu., 6annoHYuK ceoBoaHbI OT BUAMMOI
KOPPO3WK,
28.04.2021 lepmeTHiHOCTH Becosolt metop 86 mr/r
Cpearee 3HaueHve — He Bonee 525 mr/roa.
Becosoi metog, 134 mr/r
MaKCMManbHOoe MHAMBUOYANLHOE 3HAYLHME — He
Gonee
750 mr/rog.
28.04.2021 Konuyecrso oo3 s E® van ro Po 149
BannoH4mke He meree 3anBneHHOro KoMYecTea (He menee 120
£03)
28.04.2021 MNoaNMHHOCTL BIMKX CooteeTcrayer
BeknomerTasoHa AMNponMoHaT beknomeTazoHa AunponuoHar Bpems
Bpems yaep»uBaHUA OCHOBHOTC NWKa Ha YAERMMBAHWA OCHOBHOMO NWKa Ha
XpOMaTOrpamme MCNbITYemoro pacTBopa A0MKHO XPOM3TOrpamMme UCMbITYEMOrC
COOTBETCTBOBATL BPEMEHM YABPKMBAHUA NUKA PacTBOpa COOTBETCTBYET BPpEMEHM
6exnomerazoHa AMNponMOHaTa Ha YAEPMMBAHWA NMKa BexNomMeTa3oHa
XPOMATOrpamme CTaHAapTHOD pacTeopa. AVMNPONNOHAaTa Ha XPOMATorpamme
CTaHaapTHOTO pacTeopa.
B3HX CooteeTcrayet
PopmoTepona pymapar PopmoTepona dymapaTt Bpems
Bpems yaepmuBaHUA OCHOBHOIO MUKa Ha YAEPHKNBAHWA OCHOBHOIO NWKa Ha
XpOMaTOrpamme UCNbITYemMoro pacTBopa AOMHHO XPOMaTorpamme ncnbiTyemoro
COOTBETCTBOBATL BPEMEHM YACPMMBAHMA NUKa pacTeopa COOTBETCTBYET BpEMEHM
dopmoTepona hymapata Ha xpomaTarpamme YAEPHMBAHKMA NrKa GopmoTERONa
CTaHAaPTHOTO PacTBOpa. $ymapata Ha xpomaTtorpamme
CTaHOAPTHOrC PacTBOpa.
28.04.2021 PecnupabensHan KackaaHbli umnakrop, BIMX 26,9 mkr
dpakuma KonuyecTso npenapara, oceswero Ha naacTuHax c
(meHee 4,7 mkr) 3n0 7 1 Ha dunsTpe:
BeknomertasoHa aunponunoHar
ot 24,7 00 46,1 MKr
KackaaHeli vmnakrop, BIXKX 2,0 mKkr
KonuyecTso npenapata, ocesiuero Ha NAacTMHax ¢
310 7 1 Ha dunsTpe:
®opmorepona ¢pymapat auruapar
o1 1,4 0o 2,8 mrr
28.04.2021 PoncrtseHHsie npumecn BIMX He o6HapyseHo
MNpumecw Beknamerasona AMNPoNUoHaTa
- BernomeTazoHoBbIR cnupt: He Gonee 0,5 %
BIMX <=0,05%
Mprmecu 6eknamerasoHa AUNPONMOHaTa
= 6EHHOMET330H8-17—MOHOHpO!‘IMOHaT: He bonee
0,5%




®.0639/4

Crp. 2134

Nacnopt Ne 040000235927

DocTep a3po30/k ANA MHIANSUMKIA A031pPOBaHHbIK, 100
+ 6 mKr/ aosa

Cepun: 1130428

BIMX

Mpumeck GexnameTasoHa AMNPoONMOoHaTa

- BeknomeTasoHa-21-MoHONPONMoHaT: He Gonee
1,0%

B3MX

Mprmecu GeknameTasoHa AMNPONUOHATA

- HenaeHTbKUUMpyeman npumecs: He Bonee 1,0%
BIMX

Mpumecn Beknamerasona gunponuoHara

- CYMMa3 BCex npumecen : He Bonee 2,0 %

B3IHKX

Npumecn dopmoTepona dymapata

- CHF 4278.01: He bonee 1,5 %

BIMX

Mpumeckn dopmoTepona dymaparta

- CHF 4484: He 6onee 1,0%

B3XX

MNpumecn dpopmoTepona dpymapara

-PMA: He 6onee 1,0 %

BIMX

Mpumecu popmoTepona dymapara

- HewaeHTMdKUMpyeman npumecs (RRt=0,75): He
6onee 0,5%

B3IMX

Npumecw dopmoTepona dymapata

- HewaeHTudUUMpYeMan npumecs: He Gonee 1,0 %
B3IXKX

Mpumecn popmoTepona dymapara

- Cymma Bcex npumeceit; He 6onee 4,0 %

<=0,05%

0,05 %

0,05 %

0,11 %

0,10 %

He obHapymeHo

He obHapymeHo

0,43 %

1,26%

28.04.2021

Bopaa

o Pd, O®C.1.2.3.0002.15, KyNOHOMETPUYECKOE
TUTpOBaHwe no K. Puwepy
He 6onee 2000 ppm

467,0 ppm

28.04.2021

MexaHuueckue
BKAKOHEHWA

Pa3Huua ymcnz vactuy ¢ paamepom bonee 100
MKM Ha UCNbITyemom unbTpe U Ha dunsTpe
CPaBHEHMA HE A0/MWHA NpeBbiWwaTh 50.

28.04.2021

OpnHopogHocTs
A03MPOBaHKA

BIMX

®opmoTepona dymapar

9/10 - 75-125 % OT cpeaHero 3HadYeHun
1/10 - 65-135 % OT cpeiHero 3HaYeHuA
BIHX

BeknomeTazona aunponmonar

9/10 - 75-125 % 0T CpeAHero 3HaueHns
1/10 - 65-135 % oT cpeaHero 3HaYeHuA

87%-92%

88 % -104 %

28.04.2021

KonuyecteeHHoe
onpegeneHue (8
6annonuvke)

B3IXX

BeknomerazoHa gunponvoHart

ot 14,2 no 16,6 mr/6annoHumk
B3XX

®opmoTepona dymapaTta auruapaT
070,852 a0 0,996 mr/6annoH4uk

15,0 mr/6annokymk

0,917 mr/BannoH4uk

28.04.2021

KonuyecrseHHoe
onpeneneHue (B gose)

BIX¥X

®opmoTepona bymapara auruapar
074,3 no 5,8 mkr/po3a

B3IMX

BeknomeTasoHa AMNponMoHar

o1 71,9 0o 97,3 mrr/no3a

4,8 mur/no3a

83,1 mrr/no3a

28.04.2021

Mukpobuonoruyeckan
“ucroTa

e P®, O®C 1.2.4.0002.15, Kateropua 2

Obuwee YMcno a3pobHbix BakTepuii U ApOMIKEBbIX
1 nnecHesbix rpmboB (CymmapHo) - He Bonee 1072
KOE B 1 mn

f®Pd, OPC 1.2.4.0002.15, KaTeropus 2
OrcyTcTeve Pseudomonas aeruginosa s 1 mn

o PO, OPC1.2.4.0002.15, KaTeropua 2
OtcyTeTeme Staphylococcus aureus 8 1 mn

e PO, 0®C1.2.4.0002.15, KaTeropua 2

Menee 10 KOE/r

OrcyTcTByeT

OTcyTcTBYET

OtcyTcTByeT




D.0639/4

Crp.3m34

Macnopt Ne 040000235927

PocTep 23p030/1k ANA MHIANAUMIA 403MPOBAKHDI, 100
+ 6 mkr/ nosa

Cepwa: 1130428

OTcyTCTBME 3HTEPOBAKTEPUI, YCTOMUMBBIX K wenuu,

81mn
28.04.2021 Ynaxosxa B coorsetcraum ¢ HA /ICP-000876/09-121218 CooTseTcrayeT
ANOMUHKEBbIA BANNOHUMK C 403MPYIOLMM
KnanaHom, cogepalmii 120 o3 npenapata. AnOMUHMEBDBIM BanNOHYMK C
M0 1 63NN0HYMKY C MHIANATOROM W MHCTPYKUMERN AO3MPYIOLLMM KNaNaHoM, COAEPMaLLMM
NOMELLZIOT B KAPTOHHYIO NAYKy. 120 po3 npenapara.
Mo 1 6anNOHYKKY C UHTaNATOPOM W
UHCTPYKUMER NOMEWaioT B KAPTOHHYIO
nayky. 50 nayek 8 ogHom Kopobe,
28.04.2021 MapkupoBka B cooTsetcrenu ¢ HA NCP-000876/09-121218, CooTseTcrByer

“3m.No1

MapKk1poBKa Npenapata Npu yNakoBKe Ha
npeanpuatin OAD "®apmcraHgapt-/lekcpencrea”,
Poccua

Ha atukeTtke GannoH4mka

Ha pyccKoMm A3blke YKa3biBaOT TOprosoe
HaWMEHOBAHME NpenapaTa, rpynnNupoBoYHoe
HaUMEHOBAH e OBHCTBYIOUMX BELLECTS,
HaUMEHOBaHme GMPMbI-NPOM3BoANTENA U ee
aapec, N1oroTIn, NeKapcTBeHHy dopmy,
003UPOBKY, COCTaB OAHOM A03bI € yKazaHuem
HaMMEHOBAHMUA U KONWYECTBA AENCTBYIOLLMX
BELULeCTB, MepeyYeHb BCNOMOraTeIbHbIX BELLECTS,
KOMYeCTBO 103, «Cnoceh NpUMeHEHKA 1 A03Y Cm.
MHCTPYKUMIO. », NpeAYNpPearTeIbHbIE HAANWCH
(«XpauuTb 8 HEAOCTYNHOM AR AeTelt mecte.», «He
NpeBbIWaTh NpeanucarHyio fo3y.», «Mepea
NPUMEHEHUEM O3HAKOMLTECH C NPWAaraemod
MHCTPYKUMETR. »), YCNOBUSA XPAHEHMA, YCAOBHA
OTMYCKa, KOA(bI) yNaKOBOYHOTO MaTepuana, Homep
CEPWK, AaTa M3rOTOB/IEHWA, FOAEH /0.

Ha natuHuue ay6aupyeTca HauMeHoBaHue
brpmbi-nponssoanTens.

Ha KapToHHOM nauke

Ha pycckom A3bike yKadbiBaT Toprosoe
HaWMEHOBaHWE Npenapata, rpynnupPoBoYHOe
H2MMEHOBaHVE AeCTBYOWMX BELLECTS,
HaMMeHoBaHWe PUPMbI-NPOU3BOANTENS M ee
aApec, NoroTun, NeKapcTeeHHy dopmy,
A03UPOBKY, COCTaB OLHOM A03bI C yKazaHuem
HaMMEHOBAHMA M KONMYECTBA AENCTBYHOLMX
BEULECTB, NEPEYeHb BCNOMOraTe/IbHbIX BELWLECTS,
KonuyecTeo A03, «CNocob NnpumeHeHns n nosy cm.
MHCTPYKLMIO.», NpeAynpeauTe/IbHbIe HaanucK
(«XpaHuTb B HEAOCTYNHOM Ana aeteit mecte.», «He
NPesbIWaTs NPEANUCAHHYID A03Y.», «epea
NPUMEHEHUEM O3HAKOMBLTECH C NPUAaraemodt
MHCTPYKU e, », «B npeaenax ykasaHHoOro cpoka
TOAHOCTH NaUMEHTbI MOTYT XpaHUTb Mpenapar npw
KOMHaTHOW TemnepaType (He Bbiwe 25°C) 8
TeyeHue 5 mecaues.», «[laty Hauana xpaHeHus Npw
KOMHATHO TemnepaType cnedyer OTmeyaTs Ha
YynaxkoBke.», «[TOBTOPHOE XpaHeHue B
XonoaubHUKe Hegonyctimo!», «[ata Havana
XPaHEeHWA NPWU KOMHATHOW TemnepaTtype:_ »),
YCNOBUWR XPAHEHWA, YCNOBUA OTNYCKA, WITPUX-KOA,
HOMEp PErMCTPaUMOHHOrO YAOCTOBEPEHMA B PO,
HOMep cepu1u, AaTa uaroToBNEHWA, FOAEH N0,
HaVMEHOBaHKME NPeANPUATIA, OCYLLECTBNAIOWETO
BTOPWYHYIO YNaKOBKY NpenapaTa Ha TeppUTopUM
P® 1 ero norotun, pekeusutsl (agpec, Ten./daxc,
calit), dapmakon.

Ha natvHuue aybnupyetca Toprosoe

Ha aTukeTke BannoHumka

Ha pycckom a3bike ykaszaszaHbl Toprosoe
HaumeHoBaHwue npenapaTa,
rpYNNUPOBOYHOE HAUMEHOBAHWE
LeRCTBYIOLIWX BEULIECTB, HAMMEHOBAHMWE
dupMbI-npou3BOAUTENS U €€ 3apeC,
norotun, nexkapcrseHHas popma,
A031MpOBKa, COCTaB OAHOM A03bl €
YKd3aHUEM HaUMEHOBaHMA K
KO/IMYECTBA AENCTBYIOLLMX BELLECTR,
nepe4yeHb BCNOMOraTeNbHbIX BeulecTs,
KONMYECTBO 403, «Cnocob NpUumMeHeHus
W 003y CM. UHCTPYKUMI, »,
npeaynpeauTensHbie Haanucu
(«XpaHuTb B HEAOCTYNHOM AR AeTei
MecTe.», «He NpesbIWwaTh NPeANUCcaH Hy0
Ao3y.», «Mepen npumeHeHuem
03HAKOMBTECh C NpMAaraemoin
MHCTPYKLMER. »), yCN0BMA XpaHeHus,
YCNOBWA OTNYyCKa, KoA(bl) yNakoBOYHOrO
MaTepuana, Homep cepuu, gata
M3rOTOBNRHMSA, TOAEH 0.

Ha natmHnue aybaumpyercs
HavmeHoBaHue GUpMbI-NpomIBoANTENS.
Ha KapToHHOM nauxe

Ha pycckom A3bike yKasaHs Toprosoe
HauMeHoBaHWe nNpenapara,
roynnMpoBOYHOE HAMMEHOBaHUe
OENCTBYIOULMX BELLECTB, HAMMEHOBaHKUE
DUPMbI-NPOMU3IBOAUTENR U ee aapec,
NOroTUN, NekapcTeeHHas Gopma,
A03MPOBKA, COCTAB OAHOM A03bI C
YKa3aHUEM HAUMEHOBAHMA U
KONMYECTBA [eliCTBYOWMX BelLecTs,
nepeyeHb BCNOMOraTe/IbHbIX BEWLeCTs,
KoNM4ecTso 003, «Cnocob NnprmeHeHus
U [03Y CM. UHCTPYKUMKO. »,
NpeaynpeauTencHbie Haanvcu
(«XpaHuTb B HEAOCTYNHOM ans neren
mecTe.», «He NpesbilwaTh NPeanMcan Hyo
£03y.», «Mepen npumeHeHuem
03HAKOMbBTECH C NpUiaraeMoin
MHCTPYKLMEW. », «B npepenax
YKa33aHHOrO CPOKa roAHOCTW NAUMEHTI
MOryT XpaHWUTb Npenapar npu
KOMHATHOW TemnepaType (He Bblwe 25°C)
B Te4eHue 5 mecaues.», «aTy Havana
XPaHEHWA NPK KOMHATHOMW TEMNEpaType
Cneayer OTMEYATh Ha YNaKoBKE.»,
«MOBTOPHOE XPAHEHWE B XONOAMIbHUKE
Hegonyctumo!l», «[ata Hadana
XPaHEHWA NPU KOMHATHOM




D.0639/4

Crp.4u34

Macnopt Ne 040000235927

®ocTep aIpo3ons anna WMHranauui ao3vposarHeii, 100
+ 6 mKkr/ no3a

Cepwur: 1130428

HauMEeHOBaHUe npenapara ¢ npeaynpeanTensHoM
M3PKMPOBKOW ®, HaUMEHOBaHKe
bupmei-npoussoauTens.

LononnutensHo MOryT HaHOCHTLCH CpeacTaa
NAGHTUUKALWM ANA CHCTEMBI MOHWTODWH A
ABWIKEHWA NEKAPCTBEHHBIX NPENapaTos 4ns
MEAULUHCKOrO NPUMEHEHMSA.

Temnepartype:___»), yCnoBUA xpaHeHus,
YCNOBWA OTNYCKA, WTPUX-KOA, HOMep
PErucTPaLmMOHHOrO yaoCTOBEpEHMA B P®,
HOMEp Cepuw, Nata M3rOTOB/IEHMUS, rOAEH
£0, HaMMeHOoBaH e NpeanpUATHA,
OCYLECTBAAIOWErO BTORMYHYIO YNaKoBKy
npenapara Ha reppuTopum PO 1 ero
NOroTUN, peKBW3KTLI (anpec, Ten./dakc,
caiT), dapmaxoa,.

Ha natwHuue ay6nupyetca Toprosoe
HaumeHoBaHwWe npenapaTa ¢
npeaynpeautencHol Mmapkuposkoi ®,
HaumeHoBaHWe dupmbl-nponssoanTens.
HononkntensHo HaHeceHs! cpeacTsa
HMOBHTUOUKALWK ONA CUCTEMBI
MOHUTOPUHIE ABUMKEHMA NEKAPCTBEHHbIX
NPENapaTos ANS MEAMLMHCKOTO

NPUMEHEHUA.
28.04.2021 XpaHeHue Mpw Temnepatype ot 2 408 °C, 8 3aWMLEHHOM OT CooTtsercrayer
CONHeYHbIX Nydel mecTe, 8aanm ot
HarpesaTenbHbix NpBopPoB. He 3amMopamuBaTs.
28.04.2021 Cpok rogHocTu 20 mecaues loaeH ao 10/2022

3aknouenune OKK: flekapcTsen Hbii npenapat Pocrep arpoio

cootsetcrayeT HA /ICP-000876/09-121218, uam.No1l

HauanbHuk otgena:

J1b U151 HHTAJSIHI 103HPOBAH HBIT.

100 + 6 mxr/ 103a cepus 1130428

-

MoANMHHMK 3NEKTPOHHOTO AOKYMEHTa,
NOANUCAHHOTO 3NEKTPOHHOW NOAMUCHID, XPAHWUTCH B
tncreme JIMMC Dapmctanpapr
CBELEHWA O CEPTUDUKATE 3N
CepTrduKaTt: 00d7b542671e000bb8eal16cf8f96ca3a
Komy BbigaH: Neicenko EkaTepuHa Anekcan aposna
AeiictBuTenex: ¢ 28.07.2020 no 28.07.2021
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[aTa Bblgayn 3aK/I04EHWA O KavecTee 28.04.2021




