JNEKJIAPAITASL O COOTBETCTBHHA

AEKJIAPAHT, IPHUHUMATIOIMIA NEKJIAPAITHIO O COOTBETCTBHH

Q00 "POMPAPMA"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus Cedepanvroli Hanozoeodl cryacter No 46 no
2. Mocxee 01.01.2008, OI'PH 1037700128806, dama npuceoernus O'PH 04.02.2003.

Aopec: 121596, 2. Mocxea,yn. Topbyroea, 9. 2, cmp. 204. Tenegon:8(495)269-00-39

B nuye: I'enepanenwiii dupexmop Lluxos T.JT.

Hosepennoe nuyo: Xopuna O.B., dosepennocmy Nol om 09.01.2019 .

3AABJUIET, UTO
nexapemeernoe cpedemso: Jopsonm Inioc kannu anasuvie 20 ma/vmn + 5 mz/mn 5 M, graxon-xanenvruyel (1),

nauxu xapmonnvie, PY Ne JIII-000580 om 08.09.2011 (dama samensr PY 03.10.20] 6), cepus 1909691, napmus
73626 ynaxosox, z00ex 0o 01.06.2021, npouséodcmea K. O.Pompapm Kamnanu C.p.JL., Pymeinus, yn. Epownop
LA, Omonens, 075100 koo OKIIA2 21.20.10.261, xod TH BT 3004900002, xoumpaxm Ne 013-2012 om
20.01.2012, uneoiic Ne 0000006830 om 07.06.2019

COOTBETCTBYET TPEBOBAHUSM

JIIT 000580-080911 uzsm. Nel

AEKTAPATTHA IIPUHATA HA OCHOBAHHUA

npomoxon ucneimanu Ne 5281 om 28.06.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam axkpeoumayuu
POCC RU.0001.21DJI40, Cepmughuxam POCC RO.PMI15.C81056 om 01.07.2019

HATA IIPUHATHAA TEKJIAPALIAU 01,07.2019

Xopuna O.B.
©.H1.0

OPTAH ITO CEPTUGUKAIIHNH, 3APETHCTPUPOBABIIIIA JIEKJIA PATTHIO

POCC RU.0001.11PM15 OPIAH ITO CEPTH« CHKALHH ITPONVKIHH OFL[ECTBO C
OIr'PAHHYEHHOH OTBETCTBEHHOCTEIO "OKPYVIKHOM LEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, am. 5, nom. I, xkam. 1., adpec opzara no
cepmupurayuu: 143581, Mockosckan obnacmy, Hempurckuil pation, dep. Jlewirogo, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-catim: oyxk.pgp.

AEKJIAPATTHA O COOTBETCTBUM 3APETUCTPAPOBAHA N POCCRU HA-RO.®OMI15.4.18260/19
HATA PETHCTPAITHH 01.07.2019
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OEEPATLHOR ATHHT

OPTAH 10 CEPTHA)

POCC RU.0001.11OMI5 Qz_fj HHTIC
OTBETCTBEHHOCTEIO 'OKPY,

yn. Macmeprosa, 9. 4, am. 5\ no
Hempunckuil paiion, dep. Jleukc

IIPOAVKITUS

JMexapcmeeninoe cpedcmeo: )
KanencHuyel (1 ),_nauku‘_xa:rgrh OHHBE
PY N JIIT-000580 om 08.09.2011
cepust I90969],}napmzw..7§3 h
Kormpaxm Ne 013-2012.0r1 2 .0

COOTBETCTBYET THEE
JIIT 000580-080911 uaw. Mel|

HU3TOTOBUTEAD.

K.O.Povmpapm Komnanu C.p.JL f' )

CEPTUQUKAT BHIAAH

000 "POMBAPMA", HHH; ]
204. Teneqhon:8(495)269-00-3

HA OCHOBAHUH

cepmugpuxam andanuza npOu3EpOUM

HIJ "@APMOEQ{’OHA‘ZU&@ Crr

# OKpysrtcH
UBHTP. KOHTPONA.

fom 28.06.2019.




RAMERQRMECY
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" Tel: +4 (021) 350 4 40; 300 77 80; 300 77 84
| Fax: +4(021) 3504641. E-mail: ofice@rompharm.rg

o $.C. Rompharm Company §.R.L. - Romania, ifov, 75100 Otopeni, St. Erailor, N, 1A.

. CUI: RO 14399646, RC: J23/1321/2004

Ceprugurar ananusa koneqnoro npenapara Ne 1909691 | Ko 6nanka: CC-F-139
[Ipenapar JOP3OIIT TIOC, kanau anasnsie 20x2/s1 + Syeia,
BHyTpenunii koa 0430ft-ru
IIpousBoacTBennay cepus 1909691
JlaTa npouzeoacTea 06.2019
Tonen go 06.2021
Ne | XapakTepucTugn JonycTHMBIE YCA0BUS PesvasTarh
| Onucanue TIpospaynsiii, GecupeTHbIl Hil oYTH BecLBETHBIN, Cerka BA3KHIl Cootsercrayer
pACTBOP.
2 HopgnunHocTs
JopzonaMizia Ha xpomatorpamme uenertyemoro pactsopa BPEM# YACPKHBAHHA Cootserctyer
OCHOBHOrO MHXA AOMKHO COOTBETCTBOBAThL BPCMEHH YACP/AKHBAHHS
TTHKA JI0P30/1aMHIa Ha XPOMATOrPAMME CTAHAAPTHOrO pacteopa.
Tusmonona Ha xpomarorpayme ueneiryesoro PacTBOpa BPEMA YACPKHBAH IS Cooteerctsyer
OCHOBHOTO MHKA A0MKHO COOTBETCTBOBATH BPCMEHH YACP/KIBaHIA
THKQ THMOMONA Ha XPOMATOrpaMmMe CTaHAAPTHOrO PACcTBOPA.
bensanxonns xnopuaa Bpewms ynaepianus asyx nukos na XPOMATOTPAMME HCTILITYEMOTO Cootsercrayer
PACTBOPA AOTAHO COOTBCTCTBOBAT BPEMEHH yAcpAnsanus (£ 0,2
MIH) ABYX MHKOB GEH3ANKOHHA XJIOPHAA HA XPOMATOrpaMMe
CTaHAAPTHOIO pacTBOpa GeH3aNKOHIA XJI0pHaa.
3 seTHOCTD TNpenapat nomken 6uiTs GecupeTHLll nan BLLUICPHBATL CPABHEHHE | GecUBETHBIIH
€ 3TAIOHOM Bx.
4 [Ipo3payHocTh Pactsop aomxeH GBITh Npo3payHbIM. NPO3payHkIil
3 pH Or135,010 5,8 5,7
6 OcMONNTBLHOCT Ot 270,0 10 340,0 MOcMons/kr., 326
7 Tl10THOCTE Ot 1,010 1o 1,030 r/ead’ 1,021
8 BsaskocTb He menee 1,5 cIl CooTBeTcTBYET
9 H3saexaemerii odnem Hnansuayansuoe snavenue — ne Gonee = 8 % or HOMHHANBHOTO CootBercByeT
3HAYCHHA;
Cpeznee snauenne ana 10 ynakosok — ue Gonee + 2,5 % ot CootserctByer
HOMHHAJILHOI'O 3HAYEHH3,
10 CTepuIsHOCTh Pacteop sonzkeH GbITh CTCPHABHBIM Crepunbueni
11 Mexanuveckne OrcyreTaite BUAMMBIX MACTHL NpH BH3Y@ILHOM KOHTPOIIE, CootsercTByeT
BK.ITIOYEHHS
12 | PoacTBeHHbIe NpHMecH
Jlopsonomuaa Jlo6oit nHaAMBHAYANEHON NpuMecH — He Gonee 0,3 %: HO
Cymma npimeceit — ue Gonee 1,0 %. <[10
} Tusonona JhioGolt HHAMBHIYanBHOI NpHMecH — He Gonee 0,4 %; <[10
,! He Gonee aByx HHANBHAYANLHEIX NpHMeceit NPERBILAIOUIIX
| snauenne 0,2 %; HO
L Cymma npumeceii - ne Gonee 1,0 %. <0,08
| 13 | Koauvecrsennoe
Ol’IpE.’IE:IEI!He
HopzonaMuia Or 18,0 g0 22,0 Mr/smn 20,6
Tuvonona O14,5 1o 5,5 Mr/ma 4,93
BeH3uIKOHMA X1opHaa 01 0.,0675 no 0,0825 ar/vm 0.0800
Ynakosra Tlo 5 ma pactsopa B Senwii win npospavHsIi TIOMHMEPHBIH (IaKOH-KATICIBHULY 34KPLITBIT MOAHMEPHOIH
KPBILIKO{T ¢ NPeIOXPAHHTENBHEIM KOTBLOM. T10 0QHOMY (MIAKOHY-KANENbHILE BMECTE ¢ HHCTPYKLHET 1o
NPHMEHEHUE) B KAPTOHHOI nmayke.
MapkupoBska B cootserctBin ¢ HI,
Xpanenne B Ccyxom, 3alHIICHHOM OT CBETa MECTe, TIPH TeMICpaType He Bolie 25 °C.
Cpox roasocri 2 rona. [Tocne BCKPLITHS (UIaKOHA KANH ClIeAyeT HCIIOALI0BATE B TeUeHHe 4-X HEJeNk.
KoHeuHbIH NpenapaT co0TBETCTBYET/ He-e0aTBEFEEBYET TpeboBaHuAM cneuHp KA

| JupexTop oTaena no KOHTPOIIO KauecTBa l Jlorodaty Panyxa




