),
Vero:itart:
O6uiecTBO ¢ OrpaHuyeHHoi 0TBeTcTBeHHOCTHI0 « BEPODAPM»
601125, Bnagumupekas o6, [lerymmncksi p-on,
noc. Boneruuckui, yn. 3aBoackas, enagenue 120
Ten. (4922) 37-98-28
INACIIOPT KAYECTBA Ne 4

TOp roBoe€ HaMMEHOBAHHE JIEKApPCTBEHHOTO

Bepokaact ®
npernapara

Mesk/1yHapoJHOe HeMAaTEHTOBAHHOE HITH
rpYMMHPOBOYHOE, HITH XHMHUYECKOE 3oneapoOHOBas KUCIIOTA
HAMMEHOBAHHE

JHOGHIH3AT [ITTs TPHTOTOBISHHS PACTBOPA

JlexapcTeennas ¢opma H 103UPOBKa o
P dop HAaarg o1 uHhy3un 4 mr

HaumeHoBaune dapmaLeBTHYECKOH 3oneapoHoBas KHC0Ta, CyOCTaHLMA - NOPOLLIOK
cybGcTaHumu (3onegpoHoBas KMcinoTa)
[TpoussoanTens cyOcTaluHH Assia Chemical Industries Ltd., Israel

Homep cepun 40920

JlaTa mpou3BOACTBA 24.09.2020

I'onen oo 09 22

Konu4ecTBo NPOAYKIHH B CEPHH 16 821 yn. Ne 1

Ananus seinosined no HJI (OCIT) JICP -002910/10 ot 05.08.2019, M3m.Ne3 K MHCTPYKLKMH

JICP -002910/10 ot 07.04.2010,
PerucTpalMoOHHOE yIOCTOBEpeHHE

nata 3aMensl 05.08.2019
JIMueH3Ha Ha OCYUIEeCTRIICHHE [TPOM3BOACTBA NoO0057-JIC o1 04.07.2018
JIEKAPCTBEHHBIX CPEACTB

Ceprudukar GMP Ne0087 - 000415/19 ot 03 centabps 2019 r.

GTIN 04605095008335

HaumenoBanue

o Tpedosanus HJY PeszynbTaThl HCNBITAHKH
nokasarteJiei

BuzyanbHblit IMopucTas Macca noyrtH denoro

OnucaHue
[Mopucras macca Genoro wiH nout Genoro 1pera LIBETA

B2XKX (3oneapoHoBas KHCOTA)

Bpewms: ynepKHBaHHs OCHOBHOIO NHMKa Ha
XpOMATOrpaMMe MCHBITYEMOro pacTBopa J0JKHO
COOTBETCTBOBATh BPEMEHH YAEPKMBAHUA OCHOBHOIO
NKKa Ha XpoMaTorpaMme 0CHOBHOTO pactsopa CO
30NeIPOHOBOH KHCIOThI

I'® PP, OQC pasjen «Oa10poaHOCTD
JIO3MPOBAHHUAY

TCX (mannuTOm)

Ha xpomartorpamme UCABITYEMOTO pacTBOpa
OCHOBHOE IMATHO MO NONOXKEHHIO, BENHYHHE,
OKpacke ¥ HHTEHCHBHOCTH JI0JDKHO COOTBETCTBOBATEL
OCHOBHOMY MATHY Ha XpoMartorpamme pacteopa CO
MaHHHTOJA

[TonTeepxaena

IloanHHHOCTE

[oareepraena

Busyaneusiii. )
Bpems pactBopenna | Bpems nonHoro pacTBopeHMs npenapara B BOJAE HE Menee 60 cex.
JIOJICHO npeBbliaTe 60 cexyHz

PacTrop npenapara JomKeH ObITh PO3PaAYHbIM
' PO, ODC «[IpozpaunocTts 1 cTeneHb MYTHOCTH [Ipo3pauHelii pacTBOp
JMAKOCTEH»

[NpospayHocts
pacTsopa
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HauMeHnoBaHnue
nokazareliei

Tpedosauus H/

Pe3ybTaThl HCNBLITAHHH

OnTuueckas
MJIOTHOCTL pacTeopa

OnTuaeckas MIOTHOCTE - He 6omee 0,05 npu 420 Hm
r'® PO, OOC «CrnexrpodoromerpHs B
yIibTpaduoNeTOBOH U BH/UMO#H obJiacTax»

Onrryeckas MiOTHOCTE
npenapara — 0,01

pH pacreopa

Ot 5,7n0 6,7
I'd PO, ODC «HMonomerpusy

6,3

MexaHuuecKkHe
BKJIIOYEHHS

BuaiMble MEXaHHYECKHE BIJTIOUECHHSA

B coorsercrauu ¢ Tpebosanusmu 'O PO, OOC
«BHOMMBIE MEXaHHUECKHE BKIIIOUEHHS B
NeKapcTBEHHbIX (hopMax 1A MapeHTepabHOI0
NPHMEHEHHs 1 [NIa3HbIX JeKAPCTREHHBIX (OpMaxy

CooTBeTCTBYET

HepuauMbie YaCTHLbI

(cueTHo - poTOMETpHYECKHI METO):

or 10 mMkM 1 6onee - He Gonee 6000 ¢

ot 25 MM 1 Gonee - He Gonee 600 dn

['®d PO, OOC «Hesuaumpie MeEXaHUIECKHE
BKJTIOYEHMS B JIEKAPCTBEHHBIX (JopMax uid
apeHTePaIbHOIO NPUMEHEHHSI»

70 uact/dn
OTcyTCTRYIOT

PoncteeHHBIE

BRYKX JTiobas enuHM4HAs npumecs - He Gonee 0,2%

He o0OHapyxeHo

NIpHMECH Cymma npuMeceit - He 6onee 0,4% He obuHapyxeHo
He 6onee 3,5%

Boaa '® PO, ODC, "OnpeneneHne BOLB" METOA 0,9%
K.®uwepa, Meroguka b
[IpenenbHoe copepkaHue

BakTepuanbHele He Gonee 43,75 EQ/Mr 30J1eipOHOBOH KUCJIOTH MeHee

HJIOTOKCHHBI ['® PO, OQC, «bakTepHaibHble 3HAOTOKCHHEIY, 0,75 ED/mr
MeTon A
CrepunsHocTs IMperapar nomKeH ObITh CTEpHIILHBIM [ipenapar creprien
I'®d PO, ODC mero MeMOpaHHOH QHIBTPALIH
B2XX OtkiioseHHe OT HOMHHANA
OnHOpoaHOCTE ne bonee AV< 15,0 31%
JO3HPOBAHUSA I'® PO, ODC "OpHOpoAHOCTb AO3HPOBAHUA" ’
cnocob 1
KonuuecTBeHHOE B2XX Conepixanue 301€IpOHOBOH KHCJIOTHI - 3,9 Mr/n
olpeneneHHe or 3,8 mr/dn mo 4,2 Mr/dn ’
Ilo 4 Mr neffcTBYIOLIErO BEIIECTBa BO (IAKOHBI MO 4 Mr akTHBHOI'O BELLIECTBA BO
ISO 8362 6ecuperHoro HeifrpanbHoro creina I uan | dnakone GecuseTHoro,
II rupponuTryeckoro kutacca Eur. Ph., repmetnuno HEHTpPanbHOIo CTEKIA,
yKynopesHsle npoSkamu pesnHosbiMu [SO 8362, ¢ repMETHHHO YKYTIOPEHHbIH
o6KaTKOI Konmaukamu amomiaiessivi no FTOCT P | npoGkoit pe3anHoBoii, ¢ obkaTko
51314-99 unu anioMUHHEBBIMH HIIH aTIOMO- AIFOMO- TTACTHKOBBIM
mnacTukoebiMH 1o 1SO 8362. KOJITTAYKOM.
VnaKosKa Ha hniakoH HaKJIEMBAIOT STHKETKY camokuesutyiocs | Ha duiakon Hakneena
no TV 9570-001-18558406-2013. CaAMOKJIEALLAscs ITHKETKA.
ITo 1 dnakoHy BMeCTe C HHCTPYKUMEH 110 @DnakoH ¢ HHCTPYKUMEH No
NPUMEHEeHHIO NIOMEIAKOT B NAYKy M3 KapTOHa 10 MPHUMEHEHUIO NOMELLEH B JTa4Ky
OCT 33781-2016. M3 KapToHa.
[To 35, 50, 70 ¢1akOHOB € paBHBIM KOAWYECTBOM
MHCTPYKLMii IO NPUMEHEHHIO TOMELLAIOT B KOPOOKY
u3 kaproHa no FOCT 33781-2016 (m1a
CTALIHOHAPOB).
IepBuYHas yNaKoBKa. Ha aTukeTke 1akoHa yKazaHo
Ha sTukeTKe (nakoHa yKasbiBaloT HAMMEHOBAHHE HAKMMEHOBAHHE MPeapUsATHI-
MapkHpoBKa NpeANpPUATHS- IPOH3BOJMTENA, TOBAPHBIH 3HaK AQ | TIPOM3BOAMTEA, TOBAPHBIH 3HAK

«BEPO®APMD», Tenedon/daxc, TOPropoe
HAMMCHOBAHHE MperiapaTa ¢ npeaynpeAnTebHON

AO «BEPODAPMp, Tenedon
/daxc, TOProroe HaUMEHOBAHHE
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HaunmenoBanue

. Tpe6opanua H/L Pe3yabTaThl HCNLITAHM I
noKasarte/ien
npenapara ¢ npeaynpeanTensHoH
5 MapKHPOBKOH ®, MexyHapoa-
MapKupoBKOH ®, Meac1yHapOAHOEe HENaTEHTOBaHII0E
MapkupoBKa HaMMEHOBaHHe, JIEKAPCTBEHHYIO HOPMY, JI03HPOBKY, S Iiel‘-[an:i{Tf)BaHE-{Oe U
HONER SN, CORICTORARCTH. BaHHe, JleKapcTBeHHas opMa,
JIOBMPORKA, HOMEP CEPUH, CPOK
TOIHOCTH.
MapkupoBka Bropuuxan ynakoska. Ha nauxe ykazano HaMMCHOBaHHE
Ha mauke 1 kopoOke yka3blBalOT HaMMEHOBAHUE [IPEANPUATHS — IPOU3BOJIUTENS,
NpeAnpUaTHs — MPOM3BOIHUTENA, TOBAPHLIHA 3HAK ToBapHbIit 3HaK AO
AQO «BEPODAPM», anpec, Tenedon/akc, «BEPODAPMp,
TOProBo€ HaHMEHOBAaHME Mpenapara ¢ aapec, renedon/dake, Toproeoe
npejynpeAHTeILHON MapkUpOBKOi ®, HauMeHoBaHHe npenapara ¢
MEKIYHAPOHOE HeMmaTeHTOBaHHOe HAMMEHOBaHHe, | NpelynpeanTenbHOi MapKUpoB-
JIeKapCcTBEHHYIO GOopMY, NO3UPOBKY, COCTaB, Ko ®, MexayHapoaHoe
YCJIOBHSA OTIYCKA, KONHYECTBO (IaKOHOB, HeMaTeHTOBaHHOE
pericTpalHOHHBI HOMEp, 3JICMEHTHI 1M3aiiHa ¢ HAMMEHOBaHHe, JIeKapcTBEHHAs
rpadHueckuM M300paxKeHHEM XapaKTepa MepBHYHOM | (opMs, 103MPOBKA, COCTaB,
YIIAKOBKH M JO3HPOBKH Mpenapara Ha 1aTHHCKOM YCIOBHS OTIYCKA, KOJIMYECTBO
a3bike, «CTepuwibHOY «IIpUMEHATH MO Ha3HAUeHHIO | (hIAKOHOB, PErMCTPALIMOHHBII
Bpauay, « BHyTpuBeHHOY», « XpaHUTh B HEJOCTYITHOM | HOMCP, 3JEMECHTBI Ji3aiiHa ¢
IUIS JeTei MecTey, YCIIOBHSA XPaHeHHA, HOMED rpadgyeckuM H3obpakeHHeM
CepHH, CPOK FOHOCTH M LUTPHUXOBOH KO/ Xapakrepa repBu4HON yNakoBKH
Honyckaetcsa Hanecenne DM — koza, cepHiiHoro 1 J1I03MPOBKH Npenapara Ha
Homepa, GTIN. JIATUHCKOM fi3bIKe, « CTEPUIIEHOY
Ha xopoGke, npeaHazHaueHHOMH /115 TOCTABKH B «[IpHMMeHSTE [10 Ha3HAYEHHIO
CTaIMOHAPBI JOTOAHUTENBHO YKa3bIBalOT «Jlns Bpauay, « BHyTpH-BeHHOY,
CTaLMOHAPOB) BMECTO YCJIOBHH OTITyCKa. «XpaHHUTh B HEAOCTYI-HOM I
Jereit MecTe», YCIIOBHA
XPAHEHHs, HOMEp CepHH, CPOK
FOJHOCTH W LUTPUXOBOI KO,
DM - koza, cepuiiHOro HoMepa.
,, [Tpu Temneparype
XpaneHue [Tpu Temnepartype He Bbie 30° C 1 Bl 300 C
Cpok rogHocTH 2 ropa 2 roaa

3AK/JIIOYEHHUE:

Hauanenux OKK

Tpebopanuam HJ P N002911/01-140918, M3m.Ne3 k HHCTpYKUHH

COOTBETCTBYET

E. B. ®enorora

20.10.2020
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