NEKJAPAIIAA O COOTBETCTBHHA

JIEKJIAPAHT, NPHHAMAIOIIAA JEKJTAPALIAIO O COOTBETCTBHHA

000 "POM®APMA"
Csedenus o pezucmpayuu opzanusayuu: Mexcpationnas unchexyua Pedepanshoti nano206ou cayicovt Ne 46 no

2. Mockee 01.01.2008, OT'PH 1037700128806, oama npuceoenus OI'PH 04.02.2003.
Aopec: 121596, e. Mockea,ya. Topbynosa, 0. 2, cmp. 204.Teneon:8(495)269-00-39
B nuye: I'enepanvhviii dupexmop Lluxoe T.JI.

[osepennoe nuyo: Xopuna O.B., 0osepennocmy 1 om 09.01.2018

3ASIBJSIET, UTO

JnekapemeenHoe cpedcmeo: Bemogyman xkanmu enasuoie 0.5% 5 mn, nakon-kanenvruysl nonumepiisie (1), nasku
kapmonnste, PY Ne JICP-008604/09 om 28.10.2009 , cepusa 1818811, napmus 25000 ynaxosox, 200en do
01.10.2021, npouseodcmea K.O.Pomepapm Komnanu C.PJI., Pymeinus, yn. Epounop 14, Omonenw, 075100, xod
OKIJ[2 21.20.10.261, koo TH B3L 3004900002, kormparxm Ne 001-2017 om 15.05.2017, uneotic Ne
0000000045 om 29.10.2018

COOTBETCTBYET TPEEOBAHHAM

JICP-008604/09-281009 uzm. Ne 1

JEKJAPALIMA IIPUHATA HA OCHOBAHUH

npomoxon uchvimaruti Ne H18-06089 om 08.11.2018 000 "HIJVIC "buomexnonozua”, ammecmam
axxpedumayuy RA.RU.21DM04, Cepmuguram POCC RO.PMI15.C68055 om 08.11.2018

JATA IPUHATHA NEKJTAPAIIAM /3.11.2018
IIERHAPMHH lIEIfICTBHTEJII)HA HO 01.10.2021
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OPI'AH ITIO CEPTI/I(DI/IRAIII’II/I, 3APETHCTPAPOBABIIHI JEKJIAPAIIAIO

POCC RU.0001.11DMI15 OPIAH IO CEPTHDHKALIHH ITPONVKI[HH OBL[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTEIO "OKPY)XHOH LJEHTP KOHTPOJIAI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepkoga, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mocrosckas obnacmy, Hempunckuil pation, oep. Jlewikoeso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 sed-caiim: oyxkk.pg.

NEKJIAPAIIUSI O COOTBETCTBHM 3APETMCTPHPOBAHA Mo POCC RU JI-RO.DM15.4.04503/18
-o'\m PATIMIH /3.11.2018
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| ek +4 (021) 350 46 40, 300 77 80, 300 17 81 . SC.Rompham Company SR L. - Roman, Ifov, 75100 Otopeni, St Erofor Nt 1A
Fax, +4 (021) 3504641, E-mall: office@rompharm.ro . CUI:RO 14399646, RC: J23/1321/2004

Ceprudukar ananuza koneunoro npemnapara Ne 1818811 | Kox 6nanka: CC-F-139
IIpenapar BETO®TAH, arasuvie kana 0.5 %,
Buyrpennuii kon 0090ft-ru
ITpou3sBoacreennas cepus 1818811
JlaTa npoussojcrea 10.2018
Iomen 1o 10.2021
Ne | Xapakrepuernku JlonycTMBIe Yea0BHS Pe3yiabTarel
] Onucanue Ipospaunstii, 6ecuseTHbil HiH cBETIIO COOTBCTCTBYET
RENTLIT ¢ BYPEIM OTTEHKOM PacTROp
2 Moaaunnoctn Ha xpomarorpamme ncnsrryemoro pacTsopa
Berakconona BPCMA yJePIKHBAHHA OCHOBHOTO IMHKA JIOKHO COOTBETCTBYET
COOTBETCTBOBATL BPEMEHM YACPKHBAHHS
OCHOBHOTO IIHKa Ha XpOMaTorpamme
CTAHAAPTHOrO pacTBopa GeTakconoa,
Bensankonus xmopu Bpems ynepskusanusa nsyx nukos ma COOTBCTCTBYET
XpOMaTorpaMme HCIBITYEMOr0 pacTBopa
AOTHKHO COOTBETCTBOBATD BPCMCHH
YACPAHMBAHHA JABYX IIHKOB Ha XPOMATOTpaMMe
CTaHNapTHOrO pacTBOPa GEH3ATKOHMSA XJIOPH/IA.
3 IIpo3paunocrs Pactsop pomken Gbith npospaunsiv no COOTBETCTBYET
CPaBHCHHIO C BOIOH WJIH 10 CTENEHH MyTHOCTH
HE MPEBEIIATE 3TATIOHHBIA pacTBop I.
4 LBerHocTn PacrBop nomsken ObITE GeciiBeTHEI 1111 110 COOTBETCTBYET
OKPacKe He JOJIZKEH MPEBLIUATE dTAI0HHbII
pacteop BYs
5 pH 6,0-7.8 6,8
6 OcmosiibHOCTE 270 — 330 MOcMmonw/kr 299
7 H3BaexaeMmblil o6Lem He menece 5 M 515
8 Mexannyeckne OTCyTCTBHE BHAMMBIX YacTHII TIpH BU3YaJIbHOM | COOTBETCTBYET
BKJIIOYeHHUsl KOHTpOJIE
9 Poncreennsie npumecn Urnmenayanbisix npumeceii - ne Gonee 0,5%; | 0,06
He GoJiee onnoii npumecy — Gonee 0,3%. HO
10 | Crepuannocts Ipenapar jojxen GBITh CTEPHILHBIM CTEPHIILHEIL]
11 | KomgecTBennoe
onpejaeieHHe
- Betakconona Ot 0,450 no 0,550 % 0,506
- Bensankonus xnopuj Or1 0,009 10 0,011 % 0,0101
Ynaxoska [To 5 M pacropa B Gensuit MONHMEPHEIH  (IAKOH-KATIC/IBHHLY  3aKpPbITHI
MO/IMMCPHOIT KPBILUKOH ¢ NPeOXpaHHTeNLHBIM KoJbLom. 1o ofHOMY (hIIaKoHY-
KAIC/ILHHLIC BMECTE C HHCTPYKLIMET 110 NIPUMEHEHHIO B KapTOHHOI mayke.
Mapkupogpka B coorsercraun ¢ HJJ,
XpaHeHnue Cnncox b. B cyxom, samumessom oT ceera MCCTE, NPH TEMIIEPATYPE HE BbILLIE
25°C.
Cpok roanocru |3 ropa.
[Tocne BekphITHs (rakona, Karum CICAYCT MCIO/IBL30BATh B TCUCHHH 4-X Hele/b.
Koneuuwlit npenapar COOTBETCTBYET/ HE-COOFBEFEEBYEF TPEOOBAHNINM cnenHpuKkanu
JAHpeKTop 0Taea 110 KOHTPOII0 KaYecTBa Panyka Jlorogary MI 0.2018
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CHCTEMA CEPTHOURAIMN TOCT P
| ®EIEPAIIBHOE AFE}ITCTBO_HO TEXHUYECKROMY PELY/IMPOBAHUIO 1 M’ETPOHUFHH

Shameaiec, CEPTVICDM KAT COOTBETCTBMFI

- Ne POCC RO. SM15. 68055

(& W & -
Prugpnes CPOK AGHCTBHS € 08112018 (S

Ne 039(404

OPT'AH IO CEPTUOUKALINN

POCC RU.0001.11dMI3 OPTAH ITO C‘EPTH(IJHI(A[[HH HPOJIYKHHH OB[[[ECFBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO ”OKPY}KHOI'I LEHTP KOHTPOIIA KAYECTBA", adpec opeanuzayuu: 115280, 2. Mocksa,
. Macmeproea, 0. 4, am. 5, nom. I Kkom. 1., adpec opzana no cepmuchuxatuu: 143581, Mocroscrkas 06,
Iﬂmpzmcxuu paiion, dep. J?(?RIAOBO 0. 248, emp. 1, men.: (495)640-96-69, (495)787-92- 78

ITPOAYKHMSA :

Jexapcmeennoe cpedcmeo: Semogyman, kanau enazneie 0.5% 5 M, praxon-KkanensHuyol | kop OK 034_26'{; S
nonumepneie (1), nauxu kapmonivie, ‘ KIIEC 2008) (OKIII2):
PY MNe JICP-008604/09 om 28.10.2009 , o P : gl 718(316%]) ( A2

cepusn 1818811, napmus 25000 ynmcoaox 2oden 00 01,10. 2021
konmpaxm Ne 001-2017 om 15.05.2017, uneotic Ne 0000000045 om 29.10. 20]8

COOTBETCTBYET TPEBOBAHPI}IM HOPMATI/IBHBIX AOKYMEHTOB 2 o N, E R R
JICP-008604/09-281009 sam. Ne 1 ' ' kop TH BDA,
3004900002

N3TOTOBUTEAD -
K.O.Pomgpapm Komnanu C.PIL , . Epowmp 14, Omonens, 075 100, Pyaternust

CEPTH®UKAT BBIAAH
Q00 "POMPAPMA", HHH: 7727198973, a()pec 121596, e. Mocksa,yn. Topbynosa, 0. 2, c.mp
© 204.Tenepon:8(495)269-00- 39

HA OCHOBAHHI/I ;
cepmudguram ananuza npouzsooumeis 1818811 om 16.10.2018, npomoxo.fr ucnoumanuti Ne H18-06089 om 08.11.201 8 000

"HIJIC "Buomexnonozus”, ammecmam axxpedumayuu RA.RU.21PMO4
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