121596, r. Mocksa, ya1. FopGynosa, . 2, c1p.3,
arax 6, nom. IT kom. 20-20A, Ten. +7(495) 269-00-39

IoaTBepsaenne COOTBETCTBIS BBO3UMOTO0 JIEKAPCTBEHHOI0 npenapara ycTaHOBJIEHHbIM
TpedoBanusaM Ne0154-29/01/20

Toproroe HanMeHoBanune Hopsonr
MexayHapoaHOE HEeNaTeHTOBAHHOE HAUMEHOBAHHE Hop3omamun
("pYNNHUPOBOYHOC HIIH XHMHYECKOE)
JlexapcTBennas hopma Kannu rinasusie
Jo3uposka 2%
bopma BrinycKa KarIu rinasueie 2% (¢rakoH-kanensHuma)

5 M1 x1 (nmauka KapToHHas)
Homep cepuu (maptuu) 1921711
O0nem cepun (mapTHH)/HOMEp HHBOliCA, aTa 77 451/ nuBotic 0000006962 ot 29.01.2020
[aTa BeImyCcKa 12.2019
[Comen mo 12.2021
OKII2 /TH BO 1 21.20.10.261/3004 90 000 2
Haumenosanue M azpec npoM3BoauTens (C yKa3aHMEM CTamuii IIpOH3BOACTBO FOTOBOI JIEKAPCTBEHHOIT ¢dhopMel :
IPOH3BOJICTERA) K.O. Pomdapm Komnanu C.P.JI., Pympians/ S.C.

Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Romania;
[eperunas ynakoska:

K.O. Pomdpapm Komnanu C.P.JIL., Pympins/ S.C.
Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Romania ;
BropuyHas ynakoska:

K.O. Pompapm Komnanu C.P.JI., Pymemans/ S.C.
Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Romania ;
IIpousBomuTens (Bbimyckaommii KOHTPOIIL
Ka4uecTBa):

K.O. Pomdapm Komnann C.P.J1., Pymeinus/ S.C.
Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Romania

Jdomep u j1aTa perHcTPaMOHHOIO YA0CTOBEPEHHS JICP-006483/08 or 13.08.2008

Jomep M maTa HOpMAaTHBHOH NOKYMEHTALHH JICP-006483/08-130808, u3m. Nel-6
Janmenosanne u  ampec  nepxkartens  perucrpaumonsoro | K.O. Pombapm Komnanu C.P.JL, Pymbiaus/
/NOCTOBCPEHHUS S.C. Rompharm Company S.R.L., 1A Eroilor str.,

Otopeni, 075100, Romania

lonrsepskaenne cOOTBETCTBHS BEIAAHO HA OCHOBAHHH:
. 3aBOJICKOr0 NacnopTa MPOM3BOJMTENS (CepTH(HKaTa aHAIM3a KOHEUHoro npenapara) Ne 1921711 or 09.12.2019 .
.. lIporoxona nenbiranui NeTTI-138 ot 06.02.2020 r. (ss1nan @TBY «LIKKJICHMH»)

3axuoyenye: ieKapcTBeHHbIi npenapat «Jlop3onT kamiu ruasnsie 2% (paakon-kaneasHana) 5 ma x1
(mauka kaprouHas)» cepun 1921711, naptus 77 451 yn., cOOTBETCTBYET TPeGOBAHHAM, YCTAHOBJICHHBIM
npH ero rocynapersennoi perucrpanun (HJ{ JICP-006483/08-130808, nzm. Nel-6).

Hata Beinaun noursepxiaenus: 02.03.2020 r.

Yuonnomouennoe auio 000 «POMDAPMA»

HomKHOCTb: 3aMECTHTE/IL FeHEPATBHOIO AUPEKTOpaA
Hosepennocts Ne 6/1 ot 11 HoAGps 2019 1.
Konraxrubiil Tenedon: 84952690039

DnekTpoHHas noyra: v.dendeberya@rompharm.ru
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Fax +4 (021) 3504641 E-mail officeg@rompharm ro i i"UI RD 143:#9646 RC J2&’132f’2004
L(Tu[muinmu [ dHA I3 KOHEUHOTO [Ipenapara No ]9217]1 J Koxa Gnanka: CC-F-139 1
_Hpenapar ﬂop’sonr KA raazueie 2% , Nol ;
 BuyTpeuunii xon 0l6oft-ru
poussoacrsennan cepus 1921711
| JlaTta npomisoacrsa 12,2019
Iu VIeH 10 12.202]
! Ne F \u[]dHrUpIILTIII\II JonyveriMble ye/ 10811 PesvanTars
R ! Onucanie [Ipo3paunsiii, GeciseTHbI PacTeop COOTBETCTRYCT
:1 2 | Tloaamunocty -
i { Jlopsonasina Bpems yaep:xusanus ocHoBHOro nuka Ha COOTBETCTBYET
I ,‘ | XPOMATOIpaMMe HCMBITYCMOrO PacTBOpa !
‘ | AO/IZKHO COOTBETCTBOBATE BPEMEHH |
| | YACP/WRHBAHWA MTHKA HA XPOMEI.TOFPEIMJ\IC |
[ Bewsankonns xnopiaa | cranmaprioro pacTropa nop3onaMuaa, COOTBETCTBYET !
i BpeMs yaepKuBaHNA ABYX THKOB Ha
XPOMUTOrPAMME HCIIBITYCMOIO PacTBopa
| AOJKHO COOTBETCTBOBATL BPEMCHH
; YACPAHMBAHNA [IBYX IIHKOB Hd XPOMATOrpamMme
E CTAHAAPTHOrQ PACTBOPaA GeH3amKoHs
‘ XIOpHIa.
3__[pH 5.0 -60 5.7
4| Hosmmaasusiii oben | 4.5 - 5.5 an 5,18 o
| § [Tpospaunocrts Pactsop nomken Guits npo3patHbiM 110 po3paUbIii i
’ CPABHCIHIO C BOAOI MM MO CTCIICHI MYTHOCTH
HE NIPCBBILATE ITANOHHLIH pacTeop | o |
|0 LUBeTnoctn Oxpacka pacTopa He 1071K1a NPEBLILATE COOTBCTCTBYCT '
‘ B o 3TaNoHHb pacTeop BY6
J 7 [\’IEXHHH‘{CCK‘"O OTCYWTBHC BHJIMMBIX YacTHL], [pu BH3YAILHOM COOTBCTC'I‘B}IC'I'
| BRITOUCHTHS KOHTpOne,
8 | CrepuaniocTs PacTBop nomsken GLITh CTCPHITLHEIM, CTCPMILHBII
) | OCeMOasIALHOCTE 260,0-320,0 mOcmons/kr. 284
10| Maotnoers 1,008-1,028 r/cm? 1,019
[ 11 i Koanueersennoe Hopsorawuda: :
-: | onpeneienne 18,0-22,0 mr/ma (90,0 — 110,0 % ot 19,74 E
% YKa3aHHOrO KOJIHYCCTBA Ha 3THKETKE); r
- | bensaaxonus xagpuda:
i ; 0.09-0,11 Mr/mn (90,0 = 110,0 % ot 0,105
| f YKa3aHHOIO KOAHYECTBA Ha ITHKCTKE).
12| Mocropomnmie Kaxcoott induaudvauoi upuaiecn- ne Gonee 0,18 ‘
.‘ npuMecn 0,2%; {
| ‘ Cyaia npuseceti- ne Gonee 2,0%. 0,27 »
" 13| ¥nakoska [To 5 mn pacrsopa B Genblit nommvepusit |[lo 5 pactsopa B Genpiii |
i | thaakon, OCHALLICHHBIH POOKO- | moMMMepHsIt  dakon,  ocHawLeHbi !
; l KaneabHmieil u 3akpuIThil  nOMMMEpHOI | npobkoli-kanensumueli  u 3AKPLITHIT |
: ’ KPBILIKOI ¢ PEIOXPAHHTENBHLIM | TONMHMEPHOI KPLINIKOH _ ¢ I
Ro/BLOM. [lo 1y 3 dnakona smecte ¢ |npeaoxpaniTensibiM - konbiom. o | 1
, MHCTPYKUMCH 10 MpHMCHCHMIO B |(IAKOHY BMCCTE © HHCTPYKLET 110
L | KAPTOHHYIO THUKY. [IPHMEHEHHIO B KAPTOHIYIO Mauky.
(14D Mapriposra D)._[epmirunas_yraxoska. Ha orukerke |[1). [lepsiunas ynaxoska, Ha timerte

(uakona_1a_pyeekoMm siseike ykasammo:
HA3BAHHC TPCMapaTa, HA3BaHME M CTPaHa :
HPCANPIAITHA-NIPOH3BOANTC/H,  TOBAPHBIA | IPCANPHSTHA-NPOH3BOMIIEH
3HAK  PCANPHATHA-TIDON3BOANTEN  (HA | TOBAPHBI 3HAK £ :
anrmmiickom aspike), MHH, sekapersennas | nponssomirens (Ha a" fficKon nsbmg(.),’

dopma, ao3mposka B %, comepsxamne | MHH, NEKAPCTE ,frms (hoﬁ:\W--
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[GKTHBHOIO KOMIIOHCHTa B MI/AU, OOBEM
(IJ.'ILII\‘OI fal, YCIOBHA XPaHCHHH,
npeAynpeanTensisie naanien («XpaunTs,
B HCJOCTYIIHOM U1l Aetel  amecTe!»,
«CTepHARHO.»),  HOMEp CCpHH,  JaTa
ITOTOB/CHYNSA, JIaTa  OKOHMAHHA CpOKa
FOAHOCTH.  JIONOJHUTENLHO — HAHOCHT
TEXHONOTHYECKYIO nadopmaLHio
(BHYTPEHHHIT Koa1),

2. Bropivmag ymaxoska, Ha KAPTOHHON
HAUKC  HA _ PYCCKOM  A3BLIKC VKAQ3IQHIIO:
HIBAHWC TIPDENAPATd, HA3BAHMC H AIPEC
OPCANPUATHA-NPOH3BOMTENS.  TOBAPHLIiT
3HAK  NPCANPHATHA-NPOH3BOANTEA  (Ha
aHrmiickom s3eike), MHH, JICKApCTBCHHAN
hopma, 103uposka B %, cocTab Ha 1 M
inpenapam C  YKa3aHHCM  KO/IHYECTBA
{AKTHBHOI0  KOMIIOHGHTA B Mr W
| ICPCHHCIICHIEM BCHIOMOTaTeIbHLIX
KOMIOHCHTOB, 00beM (braxona,
KOIIHUECTBO (MIAKOHOB, YCIIOBHS XPAHEHHS,
TIPCAYNPCAHTCALHBIC HAAMHCH («XpaHHTh
B HCAOCTYNMHOM s jerciH  mecre!y,
«CrepibHon, «lTocne Bekpumia dnakona
KUK CJICAYET HCTIONB30BATL B TeucHue 4-
X HCICHb?), JATy M3rOTOBJICHHS, HOMEP
CCPHH, 14Ty OKOHYAHHMS CPOKA TOAHOCTH,
«MectHo.,  perncTpaiHoHnbii  HOMEp,
WITPHX KO, YCIOBHS OTTIYCKA U3 alITeK.
Jononuwrensno HAHOCST
| TEXHOJIOTHHECKYIO nHgpopmaLino
(BHYTPeHHHIT KO 1 (apMakoz).

NO3HPOBKA B %G, COJICPKAHHEC AKTHBHOTO

[KOMIOHCHTA B MI/awl, 00RéM Qrakoa.

yeaoBus XPAHCHUS,
OPCIYIPEITC/ALULIC HA/IDICH
(«Xpannrs B HemoctynHoM s eteil
mecte!, «Crepisho.»), HOMCP CCpHH,
JaTa |3 OTOBJICHHS, JaTa OKOHYAHHA
CPpOKa  roAHOCTH.  JIoMOAHWTCALHO
HaHOCHT TEXHOJOMIHCCKYIO
Hiopmatiio (BHYTpeHHHIT KOA).

2. Bropuumas vnakoska. Ha KAPTOIO11
NAYKE HA DVCCKOM  S3BIKC VKA3BAHHO:

Ha3BaHHe Hperapara, Ha3zBaiue H anpec
NPEANPHATHS-TPOH3BOAIITEIS,

TOBAPHDBIF 3HAK [IPCANPHATIS -
NPOHIBOIMTEA (HA AHMIIHIICKOM SI3BIKC),
MHH, JICKAPCTBEHHAs opaa,

AosuposBka B %, coctaB Ha 1 amn
OpCriapaTa ¢ yKasaHHesm  KOJHHeCTsa
dKTHBHOIO  KOMIIOHEHTa B MI i
NEPEHCACHHEM BCIIOMOTATENLHLIX
KOMIIOHEHTOB, o0nem (aakona,
KOHUCCTBO (hnakoHos, YCIOBMS
XPAHCHILA, TIPCAYTIPCIHTCNBHBIC
HAUTHCH  («XPaHiTL B HEAOCTYIIHOM
AL aetei mectel,  «CrepribHon.
«llocne  BekpoITis  nakoHa  Kaivus
CHEAYCT HCHNOIL3IOBATL B TCUCHHE 4-X
HEUCBY ), HOMCP Ccepun, hary
OKOHYAHHSA CPOKA FOAHOCTH, «MecTHO.»,
PErHCTPALHOHHLIT HOMEp, WITPHX KO/,
YCJIOBHSA OTIIYCKa H3 QITTCK.

Ha kapronnyio nauxy moryr manocurscs | Jononmirensio HAHOCST
‘ CPEACTBA  MICHTHQHKAUMH  CHCTEMB! | TEXHOMOFHYCCKYIO HHDOpMALLHIO
’ | MOHUTODHHIA  ABI/KCHIS /ICKAPCTBCHHBIX | (BHYTPCHHHIT KO H hapmakon).
! npenapaToB (AByMepHbIi IITPHXOBOIT KO
i ! H JIDYTHE), NPH ITOM JATY H3TOTORICHHS HE [
[ HAHOCHT. |
: XpauceHue BB cyxom, 3aUmIIeHHOM OT CBETa MECTe, NpH ‘Temnepatype He soiute 25 ¢, ﬁ}

' Cpok roanocri

2 rona.

_Koueuneii upcuapar coorsercrsyer/ He-eoorperersyer tpedosannsm HJL JICP-006483/08-130808 3n, No [-6,
3aseayioumnit 1adopaToOPHH N0 KOHTPO.II KAYeCTBA

Jlorogsty Panyka

09.12.2019
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