JEKJTAPALINS O COOTBETCTBUHA

JEKJIAPAHT, IPHUHAMAIOUIHI JEKJIAPAITHIO O COOTBETCTBUH
000 "POM®PAPMA"

Ceedenus 0 pecucmpayuy opanusayuu: Meopationnas uncnexyus PedepanvHoill Hanozoeou ciyacivl Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1037700128806, 0ama npuceoenus OT'PH 04.02.2003.

Adpec: 121596, 2. Mockesa,yn. F'op6ynosa, 0. 2, cmp. 204. Tenegpon:8(495)269-00-39

B nuye: I'enepanvhviii dupexmop [Luxoe T.J1.

Hoeepennoe mujo: Xopuna Q.B., dosepennocmy 1 om 09.01.2018

3A5IBJISIET, UTO

nexapcmeenoe cpedcmso. Hexcamemaszon kannu anazuwle 0.1% 10 mn, gnaxon-xanensruysr nonumepnvie (1),
nauxu kapmonnvie, PY Ne JICP-001806/08 om 17.03.2008 , cepus 1818231, napmus 9571 ynakoeox, 200en 0o
01.09.2021, npouzsodcmea K.O.Pompapm Komnanu C.PJIL, Pymvinus, yi. Epowiop 1A, Omonens, 075100, koo |
OKII[12 21.20.10.261, ko0 TH B3] 3004320009, konmpaxm Ne 013-2012 om 20.01.2012, uneotic Ne
0000006427 om 03.11.2018

COOTBETCTBYET TPEBOBAHUAM
JICP-001806/08-170308 uzm.Nel-3

AEKJIAPALIMA IIPUHATA HA OCHOBAHUHU
npomoxon ucnvimanuti Ne H18-06188 om 14.11.2018 OO0 "HLJIC "Buomexnonozus”, ammecmam
axxpedumayuu RA.RU.21DPM0O4, Cepmuguxam POCC RO.DPMI15.C68378 om 14.11.2018

JIATA IIPHHATUS NEKTAPALUAH 16.11.2018
JEKJTAPALMS IEACTBUTENBLHA JIO 01.09.2021
i ' /
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PRl BACLALER

-~ CBEJEHHS O PETUCTPAIIIN

OPTAH I1O0 CEPTH®HKALINHN, 3APETICTPHPOBABLINII JIEKJIA PALTATIO
POCC RU.0001.11@M15 OPI’AH 11O CEPTH®HKALJHH ITPOOVKLHH OBILIJECTBO C i

- OI' PAHHYEHHOH OTBETCTBEHHOCTbIO "OKPY)KHOH LJEHTP KOHTPOJIH KAYECTBA",
adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1., adpec opzana no
cepmugpukayuu. 143581, Mockosckas obnacme, Hempunckuii pation, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oyxx.pep.
JEKJIAPALIMA O COOTBETCTBUH 3APEMMCTPHUPOBAHA N POCC RU /I-RO. DM15.4.04747/18
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[ Tok: o4 (021) 360 46 40 300 7780 300 7781 . $.C. Rompharm Company SR.L. - Romani, lifov, 75100 Otopeni, Str. Eriior, Nr, 1A.
Fax; +4 (021) 3504641, E-mail office@rompharm.fo . VI RO 14399046, RC: J23113212004

CepruduraT aHa/IH3a KOHeuHoro npenapara Ne 1818231 Koa 6nanka: CC-F-139
IIpenapar JAEKCAMETA3OH, kanau 2arasieie 0.1 7.

Bayrpennuii Koj 0l5oft-ru

ITpou3BoOACTREHHASN cepus 1818231

Jarta npou3sojicTrea 09.2018

Tozen 10 09.2021

Ne | XapakTepHCTHRH Jlonyerumele yea0Bus PesyianTaThl
1 Onucanue Cycnensus Genoro 1BeTa, BO3MOKHO IIPHCYTCTBHE COOTBETCTBYET

0CaJIKa, KOTOPHKIH OBICTPO PACcCEHBACTCA IIPH JICTKOM 5‘

B30AITEIBAHHH,

2 MopauuHoOCTL
JlexcameTason Bpenms VAEPAKUBAHNA MHKa OCHOBHOTIO Ha | COOTBETCTBYET |

XpOMAaToOrpaMMe  HCIBITYEMOrQ  pacTBOpa  AQJIWKHO :
COOTBETCTBOBATL BPEMEHH  yUEp:KMBAHUS NHKA Ha
XpoMaTorpaMMe CTaHJAAPTHOrO PAcTBOPA JIeKCcaMeTasoHa. |

beH3ankoHus BpeMma yaepaxuBanng ABYX ITHKOB Ha XpoMaTorpaMMe ‘ COOTBCTCTBYET |
XJiopuia HCMNBITYEMOrO PacTBOPA A0JIKHO COOTBETCTBOBATE
BPEMEHH YACPAKHBAHHS ABYX [THKOB Ha XpOMATOrpaMme ‘
CTAHJIAPTHOrO PAacTBOPA DEH3AJIKOHNUS XJIOPHIA.
3 pH 015,010 6,0 5,6
= Pasmep HacTuuy s kasapix 10 MKr TBepjoro Beulecrsa e donee 20 COOTBCTCTBYET
YacTHIl MOTYT HMETE pasmep Oouiblie 25 MKM H 2 HacTHILLI
H3 HHX MOTYT HMETh MaKCHMaJIbHEIT pasmep Gosnbiie 50
MKM. Hi ojiHa yacTHa He 10/KkHA HMETh pasmep Oodee 90
MEKM.
5 Cpeauss macea 10,1 r=10% (9,09-11,11 r) 10,08
COIEPAKNMOI0 O{HOT0
(haakoHa )
6 [LioTHoCTh Ot 0,998 s10 1,018 r/em? { 1,008
3 OcMO.151bHOCTD 275,0- 335,0 MOcMonb/KT. | 325
8 CTepHaLuoOCThL Cycriensus J10JiKHa OBITh CTEPHIILHOH CTCPHILHA
9 KoJiHuecTBeHHOE Herkcanvemazona: 0,090 - 0,110% (90,0-110,0% ot 0,096
olpeje/ieHHe YKa3aHHOTO KOJIMYECTBA HA STHKETKE);
Renzaironusg xaopuda: 0,009 - 0,011 % (90,0-110,0% ot 0,0103
YKa3aHHOr0 KOJIHYECTBA HA ITHKETKE).
10 | Poacrpenunie Kaxcooit wndusudveainion npumects - ve donee 1,0%; 0,12
IIPHMECH Cyaevta npusecels - e 6oaee 3,0%. 0.34
YnakoBka Ilo 10 mn npenapara B Oenblil NOMHMEPHBIA  (UIAKOH-KAICIBHHUILY 3aKPBITHIH
MOJMMEPHOI  KPBILIKOH ¢ INpejOXpaHHTENbHbIM KOILLOM. [lo oxHomy duaxony-
Kalte/IbHHIIE BMECTE ¢ HHCTPYKIHEH 110 IPHMEHEHHIO B KaPTOHHVYIO [1aYKY.
MaprupoBra B cootsercreuu ¢ HIL
Xpanenue B cyxoM, 3allMIIEHHOM OT CBETA MECTe, [pH Temiieparype He soiuie 25°C.
CpoK rogHocTH 3 rojia.
KoHeusblii npenapar co0TBETCTBYeT/ He-€0oFBeTerBYeF-TpeOOBaHMAM clielH(HKaIIHH
JupexTop 0TAEAa MO KOHTPo.1i0 KavecTsa | Jlorodorty Panyka 31.10.2018




CHCTEMA CEPTHOUEKAIUN TOCT P _
OE/IEPATTBHOE ATEHTCTBO 10 TEXHIYECKOMY PErmHPOBAImm il METPOIOTHH

SpeLe, CEPTIMDMKAT COOTBETCTBMR

N° POCC RO. mrms 068378

e, S — '
°”T"¢""°“_‘" . CpOK Aeucmna € 14.11. 2018 () e

‘OPT'AH ITO CEPTUOUKAIINN

POCC RU.0001.110M15 OPTAH 110 CEPTH®HKALIHH ITPOIYKLHH OBLUECTBO C OI PAHITYEHHOH
QTBETCTBEHHOCTbIO "OKPY}I(HO]Z’ LEHTP KOHTPOJIA KAYECTBA", adpec opeanusayuu: 115280, 2. Mockea,
yn. Macmeprosa, 0. 4,-am. 3, nom. 1, Kkom. 1., adpec opzana no cepmurj)wcaz;uu 143581, Mocwacxa;z oon., :
Hempunckuil pation, dep. JIem:coso 9. 248, cmp 1, men.: (495)640-96-69 (495)787—92—78

ITPOAYKIIHA - LI
Jlexapcmeennoe cpeocmeao: Jlexcamemazon, kanm enazneie 0.1% 10 mn, (naxor-xanenvnyu Koa O K034-2014 .
nonumepnsie (1), nauku kapmonneie, (KTIEC 2008) (OKII/I2):

PY Ne JICP-001806/08 om: 17.03.2008 , 21.20.10.261
cepus 1818231, napnius 9571 ynarosok, 20den 0o 01.09.2021, ‘
xonmpaxm Ne 0]3- 2012 om 20.01.2012, zmsoucNo 0000006477 om 03.11. 20]8

COOTBETCTBYET TPEBOBAHHSAM HOPMATI/IBHBIX AOKYMEHTOB g wte p
JICP-001806/08-170308 usm.Nel-3 " xoa THB3A
3004320009

N3TOTOBUTEAD : e _
K.O.Pomgpapm Komnanu C.P.JL., yn. Epounop 14, Onionens, 075100, Pymsinus

CEPTUOHUKAT BBIAAH
Q00 "POMPAPMA", HHH: 7727198973, aopec: 121596, 2. Mocksa,yn. I op6yﬁoea 0. 2, cmp.
204. Tenepon:8(495)269-00-39

HA OCHOBAHHNU '
cepmuguram ananusa npouscooumenn 1818231 om 31.10.201 8 npomokcw ucnbzmwmu No H18-06188 om 14.11.2018 OOO

"HLJIC "Buomexnonozus", ammecmam axxpedumanyuu RA.RU. 2] DMO4.
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5 epTquKaT HE IPUMEeHSeTCS IPH 00A3aTeALHONH cepTHdUKanHY

AQ =OTILMOH=; Mookna, 2018, B« mauenzien N2 05.05-09/003 BHC PO, Tan. (455) 720 4742, vanwopaon.iu




