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121596, r. Mocksa, ya. FopGynosa, a. 2, cTp.3,
grax 6, nom. IT kom. 20-20A, Ten. +7(495) 269-00-39

[ToATBEP/IeHHE COOTBETCTBHS BBO3HMOI0 JIEKAPCTBEHHOI0 NPENapaTa yCTaHOBIeHHBIM
TpeGoBanusam Ne0180-21/02/20

Toprosoc HAHMEHOBAHHE JIuknodeHax

MeskayHapo/JHOE HENATCHTOBAHHOC HAHMEHOBAHHE Huxnodenax

(rpyIIIHPOBOYHOE HIH XHMHYECKOC)

JlexapcTBeHHas GopMa KaIlJId TJ1a3Hble

IlosznpoBka 0,1%

dopma BEITyCKa xarH riaasuele 0,1% ¢aakoH-KaneapHHIbI
OJIMMEPHBIC 5 M1 Nel

Homep cepun (napTm) 2002571

O6nemM cepun (mapTHH)/HOMEp HHBOJCA, JaTa 37 050/ unsoiic 0000006967 ot 21.02.2020

[laTa BBINTyCcKa 02.2020

[Conen no 02.2023

OKIIJ2 /TH BOJ 21.20.10.261/3004 90 000 2

HanmeHoBanme M ajxpec NpoM3BOAMTENs (C ykasaHueM cranuii | Hassanue, afpec 10pHIHHCCKOro JIHLA,

[POH3BOJICTBA) OCYILECTRIAIONICTO 3aBEPIIAIONIHE CTaAHH

[IPOM3BOJCTBA H CEPHIHLIA BLIMTYCK
JIEKapCTBEHHOTO CPEJICTBA:

K.O. Pomdapm Komnann C.P.JI., Pymerans/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

IIpousBoauTEns:

K.O. Pomdapm Komnauu C.P.JL., Pymeinus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

dacorka 4 ynaKkoBKa:

K.O. Pomtpapm Komnanu C.P.JL., Pympians/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, 075100, Otopeni, Romania

| Homep M aTa perucTpalHoHHOrO YI0CTOBCPECHHA JICP-002124/08 ot 27.03.2008

| Homep u j1iaTa HOpMAaTHBHOH JIOKYMEHTALIHH JICP-002124/08-270308, nam. Nel-2
HaumenoBanue u ampec jepikaresns perucrpauuonsoro | K.O. Pompapm Komnanu C.P.JL, PymuInns/
YIOCTOBCPCHHS S.C. Rompharm Company S.R.L., 1A Eroilor str.,

Otopeni, 075100, Romania

[TonTBep K ICHHE COOTBETCTBHSA BHIAAHO HAa OCHOBAHHH:
| .3aBOJICKOTO NIACTIOPTA NIPOH3BOANTENs (cepTH(HKaTa aHaNH3a KoHeyHoro npenapata) Ne 2002571 ot 18.02.2020 1.
2 Ilporokona ucnsitanuit NeTI1-243 ot 04.03.2020 r. (sbian PI'BY «IKKJICuMM»)

3akoucHne: JeKapcTBeHHbIi npenapat Jlnkiodenak kamim raasueie 0,1%  daakoH-KaneabHHIbI
noaumepubie 5 ma Nel, cepun 2002571, naprus 37 050 yn., COOTBETCTBYET TpeGOBAHUSIM, YCTAHOB/ICHHBIM
npu ero rocynapersennoii perncrpawnn (H JICP-002124/08-270308; u3m. Nel-2),

PERLLCIPE

.

Jlara BbLAauH noaTsepxacHu: 16.03.2020 r. o
P

Vnonnomouennoe nuno 000 «POMPAPMA»

JlomKHOCTE: 3aMECTHTC/b FEHEPAILHOTO JHPEKTOPa
Josepennocts Ne 6/n ot 11 noabpa 2019 r.
KonTakTHplii TenedoH: 84952690039

Dnextponnas nouta: v.dendeberya@rompharm.ru




GTARRA <A

Yot +4 (021) 350 45 40; 300 77 80; 300 77 81
| Fax, +4 (021} 3504641, E-mail. office@rompharm.ro

o CUL RO 14350646, RC: J23/1321/2004

T $.C. Rompharm Company S.RL. - Romania, lifov, 75100 Otopen, SU. Eroiior, Nr. 1A

| CepTuduraTt anainia koueunoro npoayxta Ne 2002571 1 Koa Gaauxa: CC-F-139
5 Ilpenapar JHUKITO®EHAK, kanu 2rasnoie 0,1%
| Ilponsgoacreenuas cepun 2002571

Jara npou3soacisa 02,2020

Cpok rojauoceTy 02.2023

Ne XaparTepHCTIIRY Yerosus 10nyeTHMOCTH Pesyabrar
| | Ouscane [1po3pauHblii 1K NOYTH MPO3PAYHEI PacTBOP, COOTBETCTBYLT
0T OecUBCTHOIO 10 CBETI0-/CATOrO UBETA.
‘ MoaanunocTs
| a)  Juxnodenar Bpems yaep:kHBAHEA OCHOBHOIO KA Ha COOTBCTCTBYCT
| XPOMATOrpaMMe HCILITYEMOTO PacTBOpa
JOMIHHO COOTRETCTBORATL RPEMEHH
yﬂcpx—:;mm-um NHKR Ha xpo.\laTorpaal.\:e 1:
5 CTAHAAPTHOrO PACTBOPA AHKNOGEeHAKA. }
Bpemst yaep&HBaHNS ARYX [THKOB Ha |
| b) bexzaaxkoHua XPOMATOrpaMMe HCMBITYEMOro pacTeopa COOTBETCTRYET
I XIOPHIR AOIAKHLL COOTBETCTBOBATEL BPEMEHH
i YACPIKUBAHUSA JABYX [THKOB HA XPOMATOrPaMME
CTAHAAPTHOIO PACTBOPA DEH3AIKOHUA XIOPH L.
pH 6.8 7.8 7.4
4 Hisaexaemslii odnem | 4,5-55 mn 3.04
IMpo3paunocTsb PacTteop s0nweH GLITh NPO3PAYHLIM 00 COOTBETCTBYET
5 CPaBHCHHIO C BOJOIH HIH MO CTEMEHH MYTHOCTH
HE NPEBLIUATE ITAIOHHLIA PacTBoOp {
onaaecueHun/ MyTHOCTH [1. ’
. Qxpacka pacTBOpa HE JIONIKHA MPCBBILIATH COOTBETCTBYET
6 | Lisernocts HRERR PAEEP P ) y
ITANOHHLI pacTeop BYs
[ "= Mexannveckne
[ 7 OtcyTeTBHE BHANMBIX YACTHIL. COOTBETCTBYET
. BRJIOYEHHS -
3 CTepuabHOCTD PacTeop A0MHKCH JbITL CTCPHILHBIM. CTCPHIBHbBIH
9 T1710THOCTD 1,003 - 1,023 r/em? 1,018
Koummuecrsennoe Hurnodrenarxg nampus: 0,090-0,110% 0,100
onpeneeine (90,0-110,0% oT yka3aHAOTQ KONHYECTBA HA
10 ITHKETKE); |
' Lensaaronus xaopuda: 0,009 - 0,011% (90,0- 0,0108 |
110,0% ot yRa3aHHOIQ KQAHUCCTBA Ha )
ITHKETKC), ‘
MocToponnune Kaxedoii yndusudvansnon npumecy — He bonee <0,05
11 npuMecH 1.5%;
! Cyava npusiecet: - He Gonee 3,0%. <0.03
112 Ynakosia o & [To 5 mn pacTBopa B Genblii noauMepHblit
! [To 5 ma pacTeopa B Oenwifi nonumepHblii . =, i "
" " (GraKoH-KaneaLHHLY 3aKpPbIThIii
; (hAKOH-KAMeMbHHLY 3aKPLITBII NOIHMEpPHOI i 6
; NOAHMEPHO# KPbIILKOIi ¢
. = KPBILIKOH € PeIOXPaHHTEILHBIM KonsuoM, [To N .
- HPEAOXPAHHTENLHBIM KOAbUOM. [To oaHoMy
! onHOMY (MTAKOHY-KaneAbHHILE BMECTE © ) .
! - - drakoHy-KanenLHHLE BMECTE ¢
, HHCTPYKUHEH N0 NPUMEHEHHIO B KSPTOHHOIT i o
| oo HHCTPYKLUHEI 110 NPHMEHEHHIO B
| ’ KapTOHHOIT nauke.
13 Mapruponra Ha pyecekost sisvike yeasann: Ha pycerom ssoike yrazatiol:!

HA_ITHKCTKC dmaxoua: HA3BAHHC npenaparta,
HA3BAHHC NPCANPHATHA-IPOU3IBOANTCAA n
CTpaHd,  TOBAPHLIH  3HAK  MPCANPHATHA-
nponssoanTena  (Ha  aHrAMAcKOM  43bIKe),
JIEKAPCTBCHHAS thopma, KOHLIEHTpALIHA,
COACPAAHHE AKTHBHOTO KOMIOHEHTA B MI/MJ,
oObem npenapara (M), YCA0BMA XPAHCHHA,
llpC:[}’ﬂpCﬂllTCa’leth HaalkucH («Xpamfrh B
HCJOCTYHHOM  and  aereil  smectel»),  Homep
CCpHR, JaTd HIrQTOB/ICHHA, 1dTd OKOHYAHHA

ua STHKETKE duagona: HA3BAHHE
npenapara, HA3BAHHE
NPOH3IBOANTENA H CTPAHA, TOBAPHLIT 3HAK
IPEANPHATHSA-NPOHIBOANTENA (Ha
AHTIHICKOM A3BIKE),

topma,

N C[\JPLT BCHHAA

|
NPeANPHATIA- |




' L——-’\.L hlL: \_Qc

B MI/MN I NEPEYHCICHHEM BCHOMOTATeNbHBIX | (OPMA, KOHUCHTPAILHA, COCTAR € YKa3UHHEM
KOMMOHEHTOB, 00bEM Npenaparta (M), YCIOBHS | KOMHYECTBA  dKTMBHOIO  KOMOOHCHTZ B
XPaHCHHA, npcnynpe:mfenhl-ime HANTIHCH MEP/MI H MEePeHHCICHHEM BCNOMOTATCILHBIX
(«XpAaBHTL B HEAOCTYIHOM T8 JeTeil Mecte!», | KOMINOHEHTOR, 0OneMm mpemapata (M),
«Crepunsro.», «[locne BekpuiTHa  GaakoHa | YCNOBHA  XPUHCHHSL,  [PCAYIPCANTILHEIC
XpaHHTb He Oomee  4-X  Hede/nbw), AATA | HAAOMCH («XPaHHTB B HCAOCTYDHOM JUIA
H3rOTOBACHHS, HOMEP CepHuM, zaTa okoHuaus | aereii  wmecteln, «Crepuasnon.  «llocae
CPOKA TOJHOCTH, «MECTHO.», PEriCTPAUMOHHBI | BCKPLITHA (AKOHA XpaHKTh He Jonce <4-X
HOMEP, WTPHX KO4, YCIOBHA OTITYCKd H3 dlTer, HenelbL»), nata H3IrOTOBJICHA, HOMED

Tl +4(021)3504640;3007780,3007781 <. S.C.Rompham Company SR.L. - Romania. oy, 75100 Otopen, Su. Eralor, Nr. 1A
| Fax; +4(021) 3504641, E-mail, office@rompharm.ro e CUL: RO 14399646, RC: J23/1321/2004
~ Cepruduiat anamsa Koneunoro npoayxra Ne 2002571 | Koz Gaanxa; CC-F-139
| \ Mpenapar JUKJIIOGEHAK, xanmu anasnsie 0.1%
| TlponsBuacTBeHHAn CEPHA 2002571
| JlaTa npowssoactsa 02.2020

Cpok roinocTu 02.2023

No | NapakTepucTHKH Yci1oBus 100YCTHMOCTH PesyabTar
f ‘ CPOKA FOAHOCTH. CepHM,  4aTa  H3ICOTOBJCHMA,  JaTd
1\ | Ha_xapromnoif nayxke: Ha3BaHHE MPENapaTa, | OKOHUAHHA CPOKA FOAHOCTH.
! | HassaHuC H aapec npeanpusTis- | Ha KapToHHOI nauke: HA3BAHIC MPCMAPATa,
?[ [PON3IBOANTES, TOBAPHLI 3HAK MPEANPHATHA- | HA3BAHHMC M aapec  MPEANpIATILA-
i NPOM3BOAHTENA  (Ha  aHrAHHCKOM  A3BIKE), | NPOMIBOLUTENA, TOBAPHBII HAK
| neKapeTseHHas (POpPMA, KOHLUCHTPALMS, COCTAB € | MPCANPHATHA-NPOHIBOANTENA (Ha
2 YKA3aHUEM KOJIMYECTBA AKTHBHOTO KOMIOHCHTA | dHIUMICKOM  #3BIKC),  JCKAPCTBCHHAH
|
|
|
|

Ha kapTOHHYIO NAUKY MOTYT HAHOCHTLCA CepHN, JaTa OKOHYAHNS CPOKA TOIHOCTH.
cpeacTsa MACHTH(OHKAUNHA CHCTEMBI «MeCTHO.»,  PErHCTPALMOHHBIT  HOMCP,
MOHHTOPHHIA ABHKCHHA JCKAPCTBEHHLIX WTPHX KOA, YCAOBHA OTMYCKL H3 ANTCK.

npenapaTos (ABYMEPHBIT WITPHXOBOI KO i
NPYTHE), & TAKKE TCXHOIOTHUCCKAsA i
uxdopmaus (BHYTpeHHHIT koa u dapmakon),
[PI ITOM JaTY H3rOTOBJCHUA HC HAHOCHT.

14 Xpanenue B cyxoM, 3aULHILEHHOM OT CBETA MeCTe, MpH
. 0 COOTBETCTRYET i
Temmepatype Ha seiwe 25°C.
|5 | Cpok roanocTty 3 rona COOTBETCTBYET

Koneunpiit npoaykT cooTBeTcTBYeT/ te-eoorperernyet Tpeboaniam cnewnduxauun, HIL JICP-002124/08-270308 wsm. Ne
1-2
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