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Crp. 1ma3d

LledTpraKkcoH NOPOWOK ANR NPUTOTOBAEHWA PACTBOPA AN1A BHYTPUBEHHOIO W

184,912

Rara HaumenoBanue Tpebosanua HA Pe3zynbTaThl aHANM30B/UCNbITAHWHA
aHanuisa nokalarenew
20.09.2021 OnucaHwue BuayanbHbin CootBercrayer
Nopowok 6enore nnm BENore ¢ MenTeBaTLIM MNopowok Benoro ugeTa,
OTTEHHOM LBEeTa.
21.09.2021 Bpemn pactaopeHms BuayanbHbin Coorsercreyer
He 6onee 3 mumyT, Conepwumoe GnavoHa pacTBOpPHETCH B
Copepwumoe GNAKOHA LOMKHO PACTAOPUTLER B 10 10 mn BOAB! ANA UHBLEKLIMA, HATPKUA
M BOAbI ANA MHBEKUWIA, HATPKA XNOPKAA XNOPWAA WI0TOHWYECKOM pacTBope 0,9
A30TOHMHECKOM pacTeope 0,9 % v rioko3b! Y v [AI0KO3b! PACTBOPE 5 % MEHOE, Yyem
pacTeope 5 %. 33 3 MUHYTxL
23.09.2021 MOANMHHOCTY BIMX CootsercTeyer
Bpemsi yAepHuBaHus OCHOBHOMO NKMKA Ha Bpems yAep s uBaHKMs OCHOBHOID NMKA HA
KpOMaTOI pamme UCNpITyemoro pacrsopa, XPOMATOrRamMme uCnuLITyemore
NPUrOTOBNEHHOTD [NA KONMHECTBEHHOTO pACTBOPA, NPUIOTOBNEHHOTO 4NN
OHDQRQIIGHVIH, AONMKHO COOTBETCTBOBATL. ﬁp{’M(‘,HH KONMYECTBEHHOIO Oﬂp(ju{!ﬂﬂﬂlﬂii,
YACPMUBAHUA NMKa UEQTPUAKCOHA Ha COOTBETCTBYET HRPEMEHM YALIHMABAHMA
XPOMATOrpaMME CTAHAAPTHOTO PACTBOPA, NAKA LEPTRUAKCONE Ha XDOMATOrRAMME
CTAHLAPTHOrD PAcTROPA.
re Xii, O9C.1.2.2.0001.15, ka4ecTBeHHAn pearkums CooTBeTcTByeT
b Ha HaTpu#H Mnama oKpacunock B MENTLIK UBeT.
OKpalmMBaHWE NNAMEHW B MENTLIN LUBET.
20.09.2021 YaensHoe BpaleHue e X, 0O®C.1,.2.1.0018.15, NnCNAPUMETRUYECKKA -162°
OT MuHyc 155 Ao muHyc 170 8 nepecuere Ha
6e3B04HOE BELIeCTBO.
20.09.2021 CpegHAR macca re X, 0®C.1.4.2.0009.15 1,159 ¢
OTrnoHeHMA OT cpeaHer maccwl 10,0 %
20.09.2021 CpeaHAR macca: e X, 0®C.1.4.2.0009.15 -1,9%;13%
OrrnoHeHus or cpedHen OTknoHeHun OT cpeaHein macco = 10,0 %
Maccel
20.09.2021 OaHopoaHOCTL e X, O®C.1.4,2.0008.15 cnocob 2 7.3%
H03MPOBaHMUA AV €15
20.09.2021 MNpo3payHoCcTL e X, 0®C.1.2.1.0007.15 CooTBeTcTeyeT
1,2 % pacTeop Npenapata 8 Boge Aomken Guite Npo3paynbii
NPO3paYHLIM.
21.09.2021 LisetHocTb f® X, 0©C.1.2.1.0006.15 Cootsercrayer
Oxpacka 1,2 % BOAHOro pacTBopa Npenapara He
A0/IHHA NPeBsiwate 3tanon Y5 nan BYS. Oxpacka 1,2 % BOAHOrO pacTeopa
npenapaTa He NPeBbiaeT 3TanoH Y5,
20.09.2021 pH re X, 0®C.1.2.1.0004.15, 6,7
NOTeHUMOMETPUYECKAMA
Ot 6,0 10 8,0 (10 % BoaHbIA pacTBop).
20.09.2021 MexaHuyeckue e Xill, 0®C.1.4.2.0005.15, B13yanbHbIH CoortseTcryer
BRNKOUHEHMA! Lonwer BoigepRmuBath TpeboBanus,
- BUAAMBIE
20.09.2021 Mexanunyeckue re Xill, 0®C.1.4.2.0006.15 metoy 1, 220
BRNHOUBHMA! CHETHO-QOTOMETPUHECKMIM METOA
- HEBMAMMBIE CpegHee 4nucno vactuy pazmepom 10 mxm u Gonee
HE ZI0/IMHO NpesbiwaTe 6000/dnakon.
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LledTprancon NOPOWOK ANR NPUIOTOBNEHMA
PACTHOPA ANA BHYTRWBEHHOIO W BHYTDYMBILIEWHOTD
paegenuns 1,071

Cepun: 13082021

e Xii, O®C.1.4.2,0006.15 merop 1,
CHETHO-HOTOMETDHUHECHIIA METOL

CpeaHee YACN0 HacTUL, Pa3Mepom 25 mKm v Gonee
HE A0MKHO NpeBbiwaTh 600/¢naroH.

20

23.09.2021

POACTBEHHDbIE NPUMECH

BIMWX

EamHudHan HEMALHTUDUUMPOBAHHAA NDUMECH - HE
6onee 1,0%

BIKX

Cymma npumecei - e bonee 4,0 %

0,2%

0,2 %

20.09.2021

Bopa

ro xii, 09C.1.2.3.0002.15, meton Puwepa
OT180%na011,0%

9,1%

28.09.2021

AHOMANbHAR
TOKCUYHOCTL

rd X, 09C.1.2.4.0004.15
[lonKer BbiTb HETOKCUUHBIM.

Coorsercreyer

14.09.2021

BakTepranbHble
IHOOTOKCHHDI

ro xil, 0©C,1.2.4.0006.15
He 6onee 0,2 E Ha 1 mr uedTprakcoHa

mesee 0,06 E3/mr

17.09.2021

CTeprunbHOCTL

re X, 0®C.1.2.4.0003.15
[Nlonmen BbiTk CTEPUABHBIM,

CtepunbHO

23.09.2021

KonuuectaexHoe
onpenenexue

BIKX

He meHee 795 mrr/mr v He Honee 945 mur/mr
uedTpraKcoHa B nepecqeTe Ha BeasoaHoe
BELLECTAO.

923,0 mur/r

20.09.2021

CopepmaHue BO
bnakoHe

PacueTHbIH meTos
He meree 90,0 % u He Bonee 115,0 % ot
KONMMECTBA, YKA3aHHOTO Ha 3TUKETKE.

97,2 %

11.09.2021

Ynakoska

No 1,0 r 80 dnakoHe CTERNAHHOM NPOU3BOACTBA
0AO « MEJICTEKNOx», POCCKA uAK NPOM3BOACTEA
«WAHBAYH ®APMACBIOTUKAN MNAC RO, NTA»,
Kutait, unu npouasoactsa «Byxy HaHL3AH Tnac
Npoatoc Ko.,/1Ta,.», Kura#, nnv npovwasoactea 000
«YpanbCrmid CTEKONLHLIA 33BOAY, Poccun,
FePMETMUHO YKYNOPEHHOM Npobroi pPe3IvHOBOM
npoussoactsa 000 «MKO «ACTPAXMM», Pocca
wnv «lAHBAYH GAPMACBIOTURAN TNAC KO.,
NTAn, Kutait, wau npow3soacTea « SANOK RC S.A.»,
Nonbwa, nnu NPoU3IBoaAcTia &«

DATWYLER PHARMA PACKAGING ITALY SRL», UTanua

, € nocneayioulen 0BKaTHOR KONNAUKOM
aniomuHuensim nponzsoactea 000 «Ansdar,
Pocema wnw npovaaoactea 000 «/13MU», Poccua.
Ha Kam /bl GNAKOH HAKNEMBAKOT ITUKETKY
CAMOKNCHILYIOCA,

Mo 1 unu 5 GNAKOHOB C MHCTPYKUKER NO
NPAMEHEHMIO B NAuKe U3 KapTona no FOCT
33781-2016 unu MMNOPTHOIO.

[pynnogas 1 TpaHCNOPTHAA Tapa no roct
17768-90.

CootaercTayer

Mo 1,0 r BO GRakoHe CTEKNRHHOM
rePMETUUHO YKYNOPEHHOM npobxon
PE3NHOBOW € NOCNBAYIOWER 0BKaTKOA
KONNAYKOM ANKOMUHUEBBIM,

Ha Kamibiin GNaKoH HAKNEEHB 3TUKETKA
CAMOKNEALLAACH,

Mo 1 dAaKoHy ¢ UHCTPYKLMEH NO
NPUMEHEHKIO NOMELLEHbI B NAYKY K3
KAPTOHA.

11.09.2021

MapKUpoBKa

1) MepBruHan ynaKkoska.

Ha atnkeThe GNaKoHa YKa3biBaKOT COKPALLEHHOE
HavmeHoBaxue npe,unpmnmn-npnwaaogmenﬂ, ero
anpec (cTpaxa, vHaeKe, 06nacTy, PaioH, nocenox),
norotvn, Ten./dake, TOProsoe HaMMeHoBaHWe
npenapara, HanMEeHOBAKWE W COAEPKAHNE
[AeicTBYIOWEero BewecTsa B8O GNaKOHE B rpamMmax
(no3upOBKa), NEKAPCTBEHHYIO GOpMY,
«CTEPUNBHO», yCNOBUA XPaHEHKA,
NpeaynpeauTentsHyI0 HaANUCh: «XpaH1Th B
HEADCTYNHOM ANA ABTEA MECTe», HOMED CepHK,
CPOK roAHOCTH.

2) BropuyHan yNnaxkoBKa.

Ha nauke yKa3biBaoT COKPALLEHHOR
HAWMEHOBaHMWe NPEANPUATHA-NPOU3BOAMTENR, BrO
appec (cTpana, ukaexe, obnactb, panoH, NOCENoK),

CootBsercreyeTt

MNepBryHan yNnakosKa,

Ha 3TuKeTke GNAKOHA yKalaHo
COKPALEHHDE HAUMEHOBAHWE
NpeanpUATHA-NDOUIBOAUTENRA, Ero aapec
(cTpana, unaexc, 06nacTy, panoH,
nocenok), norotun, Ten./dake, Toprosoe
HAMMEHOBAHME NpenapaTa,
HaUMEHOBAHWE W COABDMEHNE
AEACTBYIOWErc BeWecTea BO dnarone 8
rpammax (103MpoBKa), NeKapCTBEHHANA
popma, «CTEPUNBHO», ycnosua
XPAHEHWA, NPEAYNPEAUTENbHLIL
HAANUCK: «XPaHWUTL B HEAOCTYNHOM AR
AETER MecTen, HoMep CepuM, CPOK
rOfHOCTH.

BTopuuHan ynakoBka.
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LiedTprakcoH NopPoWoK ANA NPUTOTOBAEHUA
PAacTBOPa ANA BHYTPUBEHHOIO M BHYTPUMBIWEYHOTD
saenenun 1,0

Cepun: 13082021

JIOroT!n, Ten./daKc , TOProBoe HaumeHoBaHme
npenapaTa (CoBNagaer ¢ MexayHapoaHbIM

Ha nauyKe YKa3aHo COKPALLeHHOe

HauMeHoBaHWe

HENATeHTOBAHHBIM HAMMEHOBAHUEM),
NEeKapCTBeHHYo GOpMy, A03MPOBKY, COCTaB,
konuuectso dnaxkomos, «CTEPUNIBHOY,
NPeAynpeauTensHbIe Haanueu: «NIpUMEHATL No

NPeanpUATAA-NPOHM3IBOAMTENA, €r0 ANPeC
(cTpana, nrgexe, 06aacTh, pakoH,
nocenok), norotun, Ten./daxe, Toprosoe
HaWMEHOBAHME NPENapaTa (CoBnanaeT ¢

H33HAYEHKMIC BpaYay, « XpaHuTh B HELOCTYNHOM
AAR [ETeR MeCTe», «XpaHUTh B OPUIMHANbHON

MEMAYHAPOLHEIM HENATEHTOBAHHLIM
HAUMEHOBAHUEM), NEKAPCTBEHHAR
bOopMa, L0IMPOAKA, COCTAB, KONMUECTBO
dnarkoros, «CTEPUNBHO»,
NPeAYNPeANTENbHLIE HAANACK!

YNAKoBKE», CNOCOD NPUMEHEHWA, YCNOBUA
XPAHEHUA, HOMEP CepUM, CPOK FOAHOCTH, YCNOBUA
OTNYCKa, HOMEP PErucTPaUMOHHOro
YAOCTOBEPEHMSA, WTPUX-KOL, GapmaKkod,
LononHATENBHO MOTYT HEHOCUTLEH CPEACTBA
MACHTUOMUKBL MW ANA CUCTEMB! MOHUTOPUHTE

«[IPUMEHATH NO HAZHAUEHWIO BPaYa»,
«XpaMnTL B HEAOCTYNHOM ANR AeTeild
MECTED, «XDAKUTL B OPWIMHENbHOW
ABUMEeHKUA ﬂEHapCTﬁGMNh\K npenapartos 4nA YNAaKOBKEN, (ﬂOCOG NpUMEHEHWA,
MELUUMHCKCTO NPUMBHEHUA, YCNOBUA XPAHEHUA, HOMED CeprK, CPOK
rOAHOCTK, YCNOBMA OTNYCKE, HOMEP
PErncTRAUMOHHOID YAOCTOBEREHMA,
WTpUX-KoM, dapmaxod.

LONOAHATENBHO HAHECEHD CPEACTBO
WABHTAGUKALMN 1A CUCTEMDI
MOHUTODUHIE ABUMIKEHMA NEKADCTBEHHbLIX
NPEenapaTos ANA MedUUMHCKONO
NPUMEHEHWA.

11,09.2021 XpaHeHue Mpu Temneparype He Bolwe 25°C CooTsercrayer

11.09.2021 CpoK rofHOCTH 2 ropna fogeH no 31.08.2023

3akniouerune OKK: flekapcTBeHHbii npenapat LedTprarkcon nopowok ANA NpMroToBNEHWH DACTBOPAE ANH BHYTRMBRHHOTO K
8HYTpPUMBILeYHOro saeneHuA 1,0 r cepua 13082021 cooteetcrayer Hi1 /1C-000140-120218, Mam.Nel
HauanbHuk OKK:

a )

NofNMHHK 3NEKTPOHHOTO OOKYMEHTa,
NOANWUCAHHOTO 3NEKTPOHHON NOANMCHIO, XPAHUTCA B
cucteme NIUMC dapmcTangapt
CBELEHWA O CEPTUDUKATE 3N
Ceprudmrar: 0d52770032adalacddb5e087095256b5

Komy 8bipan: Peneterko Muta Bnagumupossa
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