L
veropharm

O6mecTBO ¢ OrPAHAYCHHOI 0TBETCTBeHHOCTBI0 «BEPOD®APM»

601125, Bnagumupekas 061., [TeTymHCKwi p-OH,
noc. Boneruuckuii, yi. 3asojckas, Biajenue 120

Ten. (4922) 37-98-28

MACHIOPT KAYECTBA Ne 3

ToproBoe HaMMEHOBAHHE JIEKAPCTBEHHOTO

npenapara

Bepoknact ®

MeskayHapoAHOe HeMaTeHTOBAHHOE WK

rpynrdpoOBOYHOE, HITH XHUMHYECKOE
HaUMCHOBAaHHE

3onenpoHoBas KHCIOTA

JlexapctBeHnas opMa U 103HPOBKA

nuoGUNK3AT JUIS IPUTOTOBACHHUS PACTBOPA
s ueby3uii 4 Mr

Haumenorauue (apMalleBTHUECKOR
cybeTaHuMu

3oneaponoBas KHCNOTa, CyOCTaHLHA - TOPOLIOK
(3oneIpoHOBas KHCIIOTA)

I[TpousBoanTeNb CYOCTaHUHUH

Assia Chemical Industries Ltd., Israel

Homep cepuu 30720
Jara npon3BO/CTRA 25.07.2020
Tomen 10 07 22

KonuyecTso NpogyKUMH B CEPHH

17 126 ym. Ne 1

Ananus seinonded no HJI (©CIT)

JICP -002910/10 ot 05.08.2019, M3m.Ne3 x MHCTPYKUHH

PerucTpauoHHoOe YAOCTOBEPEHHE

JICP -002910/10 ot 07.04.2010,
nata 3amessl 05.08.2019

JIMueH3us Ha OCYIUECTBIICHHE [IPOM3BOACTBA

JICKapCTBEHHEBIX CPEICTB

Ne00057-JIC ot 04.07.2018

Ceptudurar GMP

Ne0087 - 000415/19 ot 03 centsOps 2019 .

GTIN

04605095008335

HaumeHopanune
nokasareliei

TpeGosanus HJL Pe3yabTaThl HCHBITAHUH

BuszyanbHbli
Omnucanne Y

ITopucras Macca Genoro uau noutH Genoro LpeTa 1BETA

ITopucTas Macca nouTH 6e1oro

IToamMHHOCTD
JIO3UPOBAHHA»

B2XKX (3051e1pOHOBAS KHCIIOTA)

BpeMs yaepsKHBaHHA OCHOBHOrO NMHKa Ha
XPOMATOrpaMMe HCIIBITYEMOrO PacTBOpa IOMKHO
COOTBETCTBOBATH BPEMCHH YICPHKHMBaHHs OCHOBHOTO
MHKa Ha XpOMaTorpaMme ocHOBHOro pactsopa CO
30J1€APOHOBOH KMCJIOTEI

r'd PO, OOC pasgen «OQHOPOIHOCTD

[TopTeepxaeHa

-]
MaHHWTONA

TCX (manHHTON)

Ha xpomaTorpamMe HCIBITYyeMOro pacTeopa
OCHOBHOE ITATHO MO MOJIOKEHHIO, BEJTHYHHE, OKpacke
W HHTEHCHBHOCTH [I0JDKHO COOTBETCTBOBAT
OCHOBHOMY TIATHY Ha Xpomarorpamme pactsopa CO

[MoaTeepKaeHa

BuayanbHbli.

Bpemst pacteoperusi | Bpems moiHOro pacTBOpeHus npenapara B BOAE HE Menee 60 cek.
JIONAHO TIpeBbILIaTh 60 CeKyHIT

[TpozpayHoCTh
pacTeopa

SKUAKOCTER

PacTeop npemnapara AosbkeH 6bITh Mpo3pavHbIM
['d PO, ODC «[Ipo3padHOCTh H CTENeHh MYTHOCTH [Mpo3pauHbli pacTBOp
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HauMeHnoBanue
noKalareei

Tpebopanns HJI

PesyabTaTh! HeNbITAHHI

OnTHueckas
TUIOTHOCTE PACTBOpA

Onruueckas nnoTHoCTs - He Gosee 0,05 npu 420 HM
['D PP, ODC «CrektpodoToMeTpus B
yReTpadHONETOROH U BUAMMOI 061acTIX»

Ornryyeckas MWIOTHOCTD
npenapara — 0,006

pH pacrsopa

Ot 5,7 no 6,7
I'd PO, OPC «HMonomeTpuay

6,27

?

Buaumele MeXaHHYECKHE BRITIOUEHHS

B cooreetcTeHH ¢ Tpebosanuamu ['® PO, ODC
«BuMMble MEXaHHUECKUE BKIIOUCHHS B
JICKApPCTBEHHBIX opMax AN mapeHTepanbHOro
MPUMEHEHUS M MMa3HBIX JIEKAPCTBEHHBIX hopMax»

BH,E[HMHX MEXAHHYECKHX
BKJIKOYEHHH - 4

MexaHHteckue Heenaumete acTuip!
BKJTHOHEHHS (cueTHo - hoToMeTpHUecKuii MeTon):
ot 10 MM u Bonee - He Gonee 6000 ¢n
44 yact/dn
ot 25 mxm 1 Ooree - He Gonee 600 dut BrisrEion
['D PO, ODC «Hepuaumble MexaHHYECKHe YTCTBY
BK/TIOYEHHS B JIEKAPCTBEHHBIX hopMax as
NnapeHTepabHOro NPUMEHEHUS»
Poncreenibie B3XX JTiobas enuHu4Has npumecs - He Gonee 0,2% OrcyTcTByeT
[IpHMECH Cymma npumeceii - He Gonee 0,4% OtcyTcTBYeT
He 6onee 3,5%
Bozma I'd PO, ODC, "Onpenenenre Boas" METOJ 1,01%
K.Duwepa, meronuka b
[penensHoe copeprkanue
BakrepuantHele He Gonee 43,75 E3/Mr 3051eapoHOBOI KMCTOTEI Menee
SHIOTOKCHHEI D PO, OPC, «bakTepraibHbie 3HIOTOKCHHEI, 0,75 EQ/mr
MeToq A
o ——— IIpenapat nomxeH ObITh CTEPHIBHEIM T ——
P 'd PP, ODC meron memOpanHO# HHABTpALIMH periap P
B3XKX OrxnoHeHue oT HOMHHATA
OmHOPOIHOCTE He Bonee AV<15,0 2
o ,, Bes oTkionenui
J103UpPOBAHUA ['® PO, ODC "OnHOpoRHOCTE JO3UPOBaHHS
criocod |
Konuuecteentoe B2XX Conepxanue 301eapOHOBOH KHCIOTHI - 4,0 mr/dpn
oTpefeneHHe ot 3.8 mr/dn no 4,2 mr/da i
ITo 4 Mr feficTByioLIero BelecTBa BO (hIAKOHBI MO
ISO 8362 GecuserHoro HeiATpanbHOro crekia I unu
Il rupposuTHyeckoro knacca Eur. Ph., repmeruuno
4 Mr aKTHBHOFO BELLECTBA BO
YKynopeHHele npobkamu pesnHoBbIMH [SO 8362, ¢
. ¢urakone BecupeTHOrO,
obkartko# konmaukamu amoMuHuesbivu o FOCT P v
HEHTPANBHOrO CTEKNA,
51314-99 uny amoOMHHHEBBIMU HITH AJIFOMO- e o b
ruacTHkoBbIMH 1o ISO 8362. S s A .
npobkoii pe3sMHOBOI, ¢ 06kaTKOM
e Ha ¢nakoH HaK/IEMBAOT 3TUKETKY CAMOKIIESIILYIOCS R HETGHR
no TY 9570-001-18558406-2013.
. konnaukom. Ha dnakon Hakneena
[To 1 ¢rakoHy BMecTe ¢ HHCTPYKLIHEH 1o
camoKknesuaics 3THKETKa.
NpHMEHEHHIO MTOMELIAIOT B MaYKy M3 KapTOHa 110 T
IS IS S, NPHMEHEHHIO HI:){IBHLGH B Ma4K
ITo 35, 50, 70 duiakoHOB ¢ paBHBIM KOJIHYECTBOM "g ol Y
HHCTPYKIHH 0 MPUMEHEHHIO NOMCIIAIOT B KOpOOKY P ‘
u3 kaproda nmo 'OCT 33781-2016 (ans
CTallMOHAPOB).
IlepButiHasa ynakoBka. Ha sTHkeTKe nakoHa ykasaHo
Ha stukerke dtakoHa yKassiBalOT HAUMEHOBAHME HaHMEHOBAHHE NPENNpPHATHA-
Mapkupoeka NpenNpHATHA- TPOH3BOJUTENA, TOBAPHEIH 3Hak AQ | npoU3BOAWTENS, TOBAPHBIH 3HAK

«BEPODAPM», Tenedon/dake, Toproroe
HaHMeHOBaHHe MpenapaTa ¢ MpeaynpeauTeNbHOM

/thake, TOProBoe HAUMEHOBAHHE

AQ «<BEPODAPMy, Tenedon
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Haumenobanue

TpeGosannus H]I

Pe3yabrarsl HCNBITAHHIT

noxasaTeneit
npenapara ¢ npeaynpeauTeNbHOM
. MapKUpoBKoH ®, MesayHapoI-
MapKMpOBKOH ®, MEx/IyHapOTHOE HENATEHTOBAHHOE piap S it
HOE HEMaTEHTOBAHHOE HAUMEHO-
Mapkuposka HaHMEHOBAHHE, IEKAPCTBEHHYIO QOPMY, I03MPOBKY,
BaHHE, JICK&PCTBEHHYIO (hopmy,
HOMED CEPHH, CPOK TOJHOCTH.
JIO3HPOBKY, HOMEP CEpPHH, CPOK
T'OJIHOCTH.
Ha nauke yxaszaHo HauMeHOBaHUE
NPEANPHATHA — NPOU3BOIHTENS,
Bropuunas ynaxonka. PRAFPHS 5 .
Ha nauke u kopobke ykasbiBaioT HanMeHOBaHKE TORRpHNI afE AL
P . «BEPODAPM»,
MPEANPHATHA — NPOM3BONNTENSA, TOBAPHBII 3HAK aapes, renedion/iase, Toprosoe
AO «BEPODAPM», anpec, Tenedon/taxkc, pec, RO
HaMMEHOBAaHHe rIpenapara ¢
TOProBOe HAMMEHOBAHHE Nperapara ¢ &
@ . MpeaynpeAUTEIbHOR MapKUPOB-
NPeLyNPeIMTEeIbHOI MapKUPOBKOH ®), &
koH ®, MexxayHapoHoe
MEXlyHAPOJHOE HeNaTeHTOBAHHOE HAMMEHOBaHHeE,
HEMATEHTOBAHHOE HAMMEHOBAHME,
JIEKAPCTBEHHYIO (OpMY, IO3HPOBKY, COCTAB, YCTIOBHS
.| mekapcTeeHHyt0 (hopMy, A03Mpo-
OTITYCKA, KOJIHYECTBO (JIAKOHOB, PErUCTPALMOHHEII
. BKY, COCTaB, YCJIOBWs OTIYCKa,
HOMep, 3/IEMEHTHI AH3aiHa ¢ rpadHIecKHM
B KOJIM4ECTBO (UIaKOHOB, pErHCTpa-
Mapkupoeka u300paskeHHeM XapaKTepa NepBHYHON YaKOBKH U o
LMOHHBIH HOMEp, 3JIEMEHTHI
JIO3MPOBKH IIpernapara Ha TATHHCKOM A3BIKe, E
nu3aiiHa ¢ rpapuyecknm Hzobpa-
«CrepuinbHo» «[IpuMeRsTH N0 Ha3HAYEHMIO Bpayay, 4
JKEHHEM XapaKTepa NepBUYHOH
«BHyTpHBEHHO», «XPaHHTDL B HENOCTYITHOM VIS
4 YTaKOBKH H JIO3HPOBKH Ipera-
OeTeH MeCTe», yCIOBHS XPAHEHUS, HOMED CEPHH,
G pata Ha JJaTHHCKOM fA3LIKE,
CPOK OJIHOCTH M LUITPUXOBOH KO,
" «CrepunbHO» «[TpUMEHATE 10
Horyckaercs nanecenne DM — kopa, cepuiitoro
Ha3Ha4YeHHIO Bpauay, «BHyTpu-
nomepa, GTIN.
. BEHHO», «XPaHUTh B HEAOCTYII-
Ha kopobke, npeanasnagennoii qns nocrasku B S
HOM 1719 JIETEU MCCTEY, VYCIIOBHA
CTaLMOHAPbI JCTIONIHHTEIBHO YKa3bIBaloT «J{a
5 XPaHEHUH, HOMEp CepHH, CPOK
CTaLIHOHAPOB» BMECTO YCJIOBHIl OTIYCKA. »
FOMHOCTH U LITPHXOBOI KO,
DM — kofia, cepHifHOro HoMepa.
ITpu Temneparype
XpaHeHue [pu Temneparype He soime 30° C
P P iy He Bbiwe 30° C
Cpok rogHocTH 2 rona 2 roma

SAKIIIOYEHHE:

Havansuuk OKK

TpeGosanuam HJ/L P N002911/01-140918, U3sm.Ne3 k uscrpykumn

COOTBETCTBYET P

E. B. ®egorora

08.09.2020
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