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NEKJAPAIIAS O COOTBETCTBUM

JEKJIAPAHT, NPUHHUMAIOILIAI JEKJIAPALIAIO O COOTBETCTBUM

000 "POM®DAP.

Ceedenus o pezucmparuu opzanusayuu: Meoicpaiionnas uncnexyus Pedepansioii naio2oeot ciyoicber Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1037700128806, dama npuceoenus OI'PH 04.02.2003.

Adpec: 121596, 2. Mocxea,yn. fopGynosa, 0. 2, cmp. 204.Teneghon:8(495)269-00-39

B muye: Ienepanorsiii oupexmop LLukos T.J1.

Josepennoe auyo: Xopuna O.B., dosepennocmp Nel om 09.01.2019 .

3ASIBJISIET, 4TO

nexapemeenmoe cpedcmeo.: Inaynpocm xannu enaznvie 0.005% 2.5 mn, ghnakon-xanenvhuybsl (3), nauku
rkapmonnste, PY Ne JIIT-000006 om 19.10.2010 (dama nepeoghopmnenusn PY 20.10.2015), cepun 1913371,
napmus 24493 ynaroeok, 2oden do 01.09.2022, npoussodcmea K.O.Pompapm Kovnanu C.p.JL, Pymviiuz, yi.
Epounop 14, Omonens, 075100 kod OKITJ2 21.20.10.261, koo TH B3I 3004390001, koumpaxm Ne 013-2012
om 20.01.2012, uneoiic Ne 0000006894 om 05.09.2019

COOTBETCTBYET TPEGOBAHHAM

JIIT 000006-191010 uzm. Ne 1-2

JEKJIAPALIAS IIPUHSITA HA OCHOBAHHH

npomoron ucnuimanwii Ne H19-03750 om 17.09.2019 000 "HLIVIC "Buomexnonozun”, ammecman
axkpedumayuu RA.RU.21PMO4, Cepmughuxam POCC RO.0MI15.C85741 om 17.09.2019

JATA TIPUHSITUST JEKJIAPALIUH 24.09.2019
I!}E AHI’I‘{“I JEMCTBUTEJIBHA JO 01.09.2022
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CBEJIEHUSI O PETUCTPAIIIA

OPrAH [10 CEPTU®UKALMU, 3APECUCTPUPOBABILIHN JEKJIAPALIUIO

POCC RU.0001.11®PMI5 OPFAH [0 CEPTHOHKALIHH MPOAYKUHH OBLLECTBO C

OIPAHHYEHHOH OTBETCTBEHHOCTbIO "OKPY)KHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. 1, kom. 1., adpec opzana no

cepmudpuxayuu; 143581, Mockosckan obnacmy, Hempuncxuii pation, oep. Jlewxoeo, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-catim: oyxi.pep.

JNEKJAPALIHSI O COOTBETCTBUH 3APETMCTPUPOBAHA N2 POCC RU A-RO. M1 5.4.23135/19
JATA PEFHCI’PAI.IP]I/I 24.09.2019
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RAMERQRECAY
" Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81 e
. Fax +4 {021) 3504641. E-mail: officeZrompharm.ro

$.C. Rompharm Company S.R.L. - Romania, ffov, 75100 Ctopani, Str, Eroilor, Nr. 1A
'\\ CUL: RO 14308646, RC: J23/1321/2004

| Koa 6nanka; CC-F-139 |

CepTudukar anaan3a Konevnoro npoayera Ne 1913371
[lpenapat TJIAVIPOCT, kanm axazivie 0,005% 2.5 aa Aol 1
Buyrpennuii koa 024oft-ru i
ITpou3BOACTREH IS Cepls 1913371 !
Jdata npou3isoacrsa 09.2019 |
Cpok roanoern 09.2022
Ne XaparTepuCTHRI YcnoBus 10nYCTIMOCTI PevaLTar
1 Qnucanite TMpo3paudbli, GecuBeTHbIH pacTBop COOTBETCTBYET
i IMoaaunuocTh |
' Jlaranonpocra BpeMa yacpAHBAHHA OCHOBHOI'O KA HA XPOMATOrPAMME | COOTBETCTBYET
HCTIBITYSMOIO pacTBOpl JOTAKHO COOTBCTCTBOBUTDL i
BPCMCHH YACP /KHBAHMA NHKY naranonpocTa Ha l
5 XPOMaTOI'PAMME CTRHIAPTHOIO PacTBopa. i
~ | beHsankoHis XI10pHaa BpeseRa yaepAHBAHHA ABYX OCHOBHBIX [IHKOB Ha COOTRETCTBYET |
XPOMATOrPAMMC HCIILITYCMOTO PACTBOPA AONKHbI :
COOTBETCTBOBAThL BpeMeHaM yaepknsanua (£ 0,5 min) "
ABYX OCHOBHBIX NHKOB OCH3ANKOHIA XJIOPHAR Ha
XPOMATOrpaMMC CTAHAAPTHOIO pacTBopa.
3 | oosn: . PacTBOpP MONKCH GRITH MPO3PAUHEIM 110 CPABHCHILO C COOTBETCTBYCT
PO3pavHUCTL o
BO0IT WM He NPCBLILIATE 3TANOH I,
|4 | Usernocts Pacteop nomxe ObITh DecuBeTHLII, COOTRETCTBYCT
5 pH 016,0 07,5 6,8
6 | OcmonaaslocTh Ot 260 no 330 MOcmMonb/kr 279
7 | U3saexaemuiii o0benm He McHeE HOMHHANBEHOTO 2,63
g || CONNEHVEIEEY OT 1,000 z0 1,0149 r/en’ 1013
II0THOCTD
9 CrepibiocTh PactBOp Ao/keH 6LITh CTCPIUIbIbIM. CTEPiIbHbL |
10 Mexanuseckue B . COOTBETCTBYET
HIHMbIE YACTHLLI AOJIAHB] OTCYTCTBOBATD.
BRIIOUEIHS
[TocToponuie npirsMecu 5,6-rpanc natanonpoct i 15-C natanonpocT B cymme — 0,20
He donee 3,5%,
Kucnora natanonpocta — He Gonee 1,0%: < 0.05
11 EanHuIHOi HCHACHTHQHIHPOBAHHOI MTPHMECH — HEe
Sonee 1,0%; < 0,05
Cymma HenaeHTHIUNPOBaHNBIX NpHaeceii — ne Gonee
2,0%. < (0,03
Koamyecrsennoe
|2 | ompenencuie
“ | - JlatanonpocTa ot 0,0045 1o 0,0055 % 0,00510
- Bensankonusa xjopuaa ot 0,018 no 0,022 % 0,020]
Ynakosra To 2,5 v sumi 5,0 Mt pactopa B GEnblit WM NONYNPO3PAUHLIT NOTHMEPHDIT
(akoH-KanenbHULYy BMCCTHMOCTBIO 5 M1 3AKPLITbIT NOJIHMCPHOH KPBILLKO§
¢ NPEAOXPAHHTCNBHEIM KONbUOM. [To onnoMy 1win Tpit (IakoHOB-KANCILHIL
BMECTE C HHCTPYKIUICI 0 NPHMCHCHITIO B KAPTOHHOIT Nayke.
MapkiposKa B coorsercrain ¢ HIL
Xpauenne B 3amuuieHHOM OT CBETa MCCTE [TPH TEMIIEpaType oT 2"no8’C.
[Tocne BCKpRITHA GRaKoHa NPEnapar ceaAyeT XPanuTh NPH TEMNEPaType He
oime 25” C u Henons308aTh B TCUCHNE 42 AHCH.
Cpor rojiiocTH 3 rona.
Komeuslii NPOAYKT COOTBETCTRYET/He-eeoFpererpyeF Tpebopannan cieundirkaLin,
JUIpeKTOp 0TAed 110 KOHTPOJIo Ka4ecTBa l Jlorodyaty Panyss———
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CEPTUOUKAT COOTBETCTBMQ

N2 pocc RO.OM15.C85741

“eorugpuran CPOK AHCTBHS. C 47092019 no ____
Ne 0561720

OPI'AH ITO CEPTHOHKAILIUH

POCC RU.0001.11®M15 OPTAH ITO CEPTHOHKALHH HPO,HVKL(PIPI OBLLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOH}I KAYECTBA", adpec opzanusayuu: 115280, a.
Mocxea, yn. Macmepkosa, 0. 4, am. 5, nom. 1, kom. 1., adpec opzana no cepmughuxayuu: 143581, Mockosckan obn.,
Hempuncxuii pation, dep. Jleuikoeo, 0. 248, cmp. 1, men.: (495)640-96-69, (495)787-92-78

ITPOAYKIIUA ;
?;mpcmaemwe cpedcmgo: Ihaynpocm, kannu anasnbie 0. 005/: 2 5w, glwaxou-xanenbnuyw koA OK 0342014

NAYKU KAPMOHHBLE, KHE .
PY Ne JIIT-000006 om 19.10.2010 (dama nepeagbopmenux.PV 20. 10 2015) i1 5 gl 20? (‘)Zg%ﬁ) (OKIIA2): :

cepun 1913371, napmus 24493 ynaxogok, 200¢H 90. 01.09.2022, - - |
konmpaxm Ne 013-2012 om 20.01.2012, unsotic Ne 0000006894 om 05.09.2019 i

COOTBETCTBYET TPEBOBAHUSAM HOPMATHBHLIX AOKVMEH'I'OB
Ji 000006—191010 uam. N 1-2

xop TH BOA
3004390001

U3rOTOBUTEAD
K.O. Pmr(papM Komnanu C.p.JT., ya. Epounop 14, Omonenb, 075! 00 Fjwamuﬂ

CEPTI/I(I)HKAT BBIAAH

000 "POMPAPMA", HHH: 7727198973, adpec: ]21596 e Mocxea AV I"opEyh'oea 8. 2, cmp.
204. Teﬂeqbaﬁ 8(495)269-00-39 ‘

HA OCHOBAHHHU -
cepmz;(fmxam aranuza npouseoc)umem 1913371 om 04.09. 2019 “npomoxon ucneimanui Ne H19- 03750 om I7. 09 2019 000
"HLIC "Suomexnmoeu " “ammecmam axxpe()umauuu RA RU 2] ¢M04 ) [

AOTIOAHHUTEABHAS I/IH(I)OPMAIII/IH
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Hq)HKaT He HpHMEHHeTCSI npn 06H3&TEJ’\LHOH cepTchHKaurm

AD ~ONUAOH-, Mocses, 20!9. 0. mwwwosanmmﬂlcw o, (495) T20 4742, www.upcion. v |




