JTEKJIAPATIMSI O COOTBETCTBUI

AEKJIAPAHT, IIPTHIUM AXO LA AEKJIAPALIAIO O COOTBETCTBHH
000 "POMP@APMA"

Sapeaucmpuposano : Mesicpationnas uncnexyus MHC Poccuu Ne 39 no 2. Mockee OT'PH 10377001 28806 om
04.02.2003

Adpec:121596, 2. Mockea,yn. I op6yrosa, 0. 2, cmp. 204. Tenegpon:8(495)269-00-39

B muye.Tenepansuviii dupekmop LLuxoe TJT

Hosepennoe mmo: Xopuna O.B., Oosepennocms 1 om 09.01.2018

3ASABJISIET, YTO

Aexapcmeentoe cpedcmeo: Jopsonm e kanu enasmvie 20 me/mn + 5 me/mn 5 ma, @naron-kanensruywl (1),
naqku kapmounsie, PY Ne JIIT-000580 om 08.09.2011 (0Oama samenwr PY 03,10.201 6), cepus 1816761, napmus
73784 ynaxoso, 20den do 01.09.2020, npouseodcmea K. O.Pomgpapm Komnarnu C.PJI, Pymvinus, yn. Epounop
14, Omoneny, 075100, ko0 OKIIZ2 21.20.1 0.261, koo TH B3I 3004900002, koumpaxm Ne 013-2012 om
20.01.2012, unsoiic Ne 0000006342 om 14.09.2018

COOTBETCTBYET TPEEOBAHUSIM
JIIT 000580-080911

JAEKJIAPALIAS IPUHSITA HA OCHOBAHMM
npomokon ucneimanui Ne H18-05260 om 24.09.2018 000 "HLJIC "Buomexwnonozus", ammecmam
axxkpeoumayuu RA.RU.21 dMO4, Cepmughuxam POCC RO.®M15.C65142 om 24, 09.2018

JATA IPUHATHS NEKJIAPALIAM 25.09.2018
HAEKJIAPATIVST AEACTBUTEIBHA 1O 07.09.2020

‘ MH | é Xopuna O.B,
Oekqupanm TIOAIT ©.1.0
CBEJEHUS O PEI HCTPAIIIIA

OPT'AH IO CEPTH®UKAIIHH, 3APErMICTPHPOBABIIUIA JAEKJIAPAITUIO
POCC RU.0001.11dMI15 OPTAH ITO CEPTHDHKALHH ITPOAYKLHH OFII[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOW LJEHTP KOHTPOJISI KAYECTBA 1
adpec opzanusayuu: 115280, 2, Mocxea, yn. Macmepkoea, 9. 4, sm. 5, nom, 1, kom. 1., adpec opeana no
cepmugpuxayuu: 143581, Mockoackas obracmy, Hempunckuii pation, Oep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-caiim: OYKK.pE.

AEALA O COOTBETCTBUH 3APEL UCTPHPOBAHA N POCC RU J]-RO. ®M15.A. 01268/18

WM 25.09.2018
% 3apsrroeckas H.A.
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Fax: +4 (021) 3504641, E-mai; cflice@rompharm.ro

S.C. Rompharm Company S R.L. - Romania, llfoy, 75100 Otopeni, Str. Eroilor, Nr. 1A,
CUL RO 14399546, RC: J23/1321/2004

CepTHOHKAT aHAIN3A KOHEYHOTO npenapara Ne 1816761 [ Koa Gnanxa: CC-F-139
Mpenapat JAOP3ONT INOC, kanau axasnore 20ve/wg + Jyeian,
BuyTpennnii kon 043oft-ru
TlponssoacTeennas cepiis 1816761
Aata nponssoacrsa 09.2018
loaen oo 09.2020
Ne Xapakrepuernkn Honyerumbie yeaosus I Pesyanrars
! Onncanne [po3pausbifi, GecuBeTHBIH M NOYTH GeclBeTHEN, crerka saskuii | Coorsercrnyer
PAcTBOP.
2 [MonnuuHoCTS
Iop3sonamuna Ha xpomatorpamse uenuryemoro PacTBOPa BPeMA Y ACPKHBAHHI CootsetctayeT
OCHOBHOTO MHKA 10/KHO COOTBETCTBOBATE BPEMEHH YACPAKHBAHMS
MUK J0P30N1aMiiia Ha XpOMaTOrpaMme CTaHIapTHOro pacTropa.
Tumonona Ha Xpomatorpamme icnsityemoro pacTBOpa BPeMs y1epKHBaH S CootBercTyer
OCHOBHOTO MHKA 0N17HO COOTBETCTBOBATL BPEMEHH VIACPKHBAHUSA
[IHKA THMONIONA HA XPOMATOrPAMME CTAHAAPTHOIO pacTBopa.
bensankonns xnopuaa Bpewms ynepikauns ARyX nukos Ha XPOMATOrpaMmMe HCMBITYEMOro CootBercayer
PAcTBOPA 10N HO COOTBETCTBOBATL BPEMEHH YAepmusanua (+ 0,2
MHUH) ABYX NHKOB GeHIaIKOHIA XJIOpHIA Ha Xpomarorpanae
CTAHAAPTHOTO pacTsopa GeH3anKoHIA XJiopuja.
3 Hgernocrs TMpenapar nomen GuiTh GecUBeTHBIN WM BBLACPAHBATD CPaBHEHHE | GecUBEeTHHIH
¢ 3TasIoHOM By,
i MpospayurocTs PacTsop nosmkeH GbiTh Npo3pauHbIM, Nnpo3pa4Hblii
5 pH Or5,0105.8 5.8
6 OcmonsabHoCTh Ot 270,0 10 340,0 MOcMonw/kr. 333
7 IaorHoCcTH Ot 1,010 10 1,030 rics’ 1,021
8 Bsskocts He menee 1,5 ¢l Coorserctayer
9 H3BiexzeMelil 00nem Muausnayansuoe suauenme — ve 6olee = 8 % ot HOMHHaNbHOrO CoorsercTayer
. 3HAYCHHS;
E Cpeanee 3navenne aus 10 YIAKOBOK — He Gonee + 2.5 % or Coorserctyer
HOMHHA/TBLHOTO 3HAYEHHS.
10 | CrepuabhocTs PacrBop 10mkeH GbiTb CTEPHABHBIM CrepunsHetii
11 Mexannveckue OteyTeTsie BHANMBIX acTHLL npH BH3YATbHOM KOHTpOJE, Coorsetctayer
BRJIKOYEeHHH
12 Pojcreennsie npumecn
JHop3zonomuza Jobolt HnBHAYaNLHOH npumeck — He Gosee 0,3 %; 0,02
Cymma npumeceit — ue Gonee 1,0 %. 0,04
Tumonona JhoGoit muansmyansHolt npumeck — He Gonee 0,4 %; <0,05
He Goree nByx unausuayansHbix npuMece npessilaonx
3HauyeHue 0,2 %; HO
Cymma nprmeceii — He Gonee 1,0 %, <0,06
13 Koanuecreennoe '
onpeaeyieHie
Hopsonamuiaa Ot 18,0 10 22,0 Mr/mn 20,37
Tumonona 014,5 10 5,5 mr/ma 5,04
Bensankonus xaopHna O710,0675 10 0.0825 Mr/an 0,0825
¥nakoska [To 5 mn pacTopa B Gesiniii win npospayHbIii nonuMepH.Iil (p1aKoH-KanesbHILY 3AKPLITLIT MONHMepHoit
' KPBILIKOI ¢ MPeIoXpaHHTenbHEIM konsuoM. [To OZIHOMY (PAKOHY-KaNENbHHIE BMECTE ¢ HHCTPYKLIEH no
NPHMEHEHHIO B KapTOHHON navke,
Mapkuposka B cooreercrauy ¢ HJIL,
Xpanenue B cyXoM, 3auIHIIeHHOM OT cBeTa MECTE, [IDH TeMMiepaType He Boiwe 25 C.
Cpox roanoern |2 roza. [Tocse BekpbiTHA (rakoHa KanK ciie/yeT HCNOIB30BATS B TeUeHHe 4-x Hedenk.

KoneuHslif npenapar cooTBeTeTBYeT/ HE-COOFBEFErBYeT Tpe0oBaHUAM cneund KAy

J],HDCI\‘TD[) OTAETA 110 KOHTPOJIK KavecTBa

[ lorooty Panyka e | 13.09.2018
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CUCTEMA CEPTUOURAILUU I'OCT P
OETEPAIIbHOE ATEHTCTBO 110 TEXHIYECKOMY PETY/IMPOBAIUIO 1 METPOJIOTHH

e CEPTU®UKAT COOTBETCTBUS

N2 pocc RO.OM15.C65142

Q
Pruguka”

Cpox peficTBHS C 24092018 HO' o

Ne 0387459
OPTAH IT1O CEPTUDOUKAIIUU
POCC RU.0001.11®M15 OPTAH IO CEPTHO®HKALHH ITPORYKIHH OBLLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY2KHOH LIEHTP KOHTPOJISI KAYECTBA", adpec opeanuzayuu: 115280, 2.

Mocxea, yn. Macmepxoga, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no cepmugpurayuu: 143581, Mockosckas 0.,
Hempunckuii pation, dep. Jlewkoso, 3. 248, cmp. 1, men.: (495)640-96-69, (495)787-92-78

IMTPOAYKIINA o e
Jlexapcmeennoe cpedcmeo: Jopsonm Ilnioc, kannu enasueie 20 me/mn + 5 me/mn 5 un, gnaxon- | xo A OK 0342014
Kkanensnuysl (1), nauKu KapmorHeLe, | KITEC 2 KITID):
PY Ne JIIT-000580 om 08.09.2011 (dama 3amenwr PY 03.10.201 6), gl 20.10 02?;81) (oKtmn2):

cepust 1816761, napmus 73784 ynaxoeok, z00en do 01.09.2020,
konmpaxm Ne 013-2012 om 20.01.2012, ungotic Ne 0000006342 om 14.09.2018

COOTBETCTBYET TPEBOBAHMSIM HOPMATHBHBIX AOKYMEHTOB - -
JIIT 000580-080911 - koa TH B3A
3004900002

HU3TOTOBUTEAB
K.O.Pomgpapm Komnanu C.PJI, yn. Epounop 14, Omonens, 075100, Pymoinus

CEPTUO®HKAT BBIAAH
000 "POMPAPMA", HHH: 7727198973, adpec: 121596, z. Mocksa,yn. Fop6ynosa, 0. 2, cmp.
204.Tenegpon:8(495)269-00-39

HA OCHOBAHHUU
cepmugpuxam ananusa npoussodumens 1816761 om 13.09.2018, npomoxon ucnvimanuii Ne HI18-05260 om 24.09.2018 000

"HLJIC "Buomexnonozus", ammecmam axxpedumayuu RA.RU.21 ®M04

AOIIOAHUTEABHAA NHOOPMAIIUA
Cxema cepmughurayuu 6c.
(feraes Al

5 KOOWHA BEPH

NOANAEE
3apsiToBckas H.A,

"ﬁo,qnﬁi':l;f';““; = T T Gewwans, davenim T

JKcHepT X, _/

" 6 A e i V. .~ . (6 Tat 41,
nogdfvce uHWLMans!, pamunua

{4 PyKoBOoAUTEAB OpraHa . _

PunumoHeHkosa E.B.

AD «OMUMOHs, Mockaa, 2018, «Bs _ ninyenana N2 05-05-09/003 GHC PO, ven. (495) 726 4742, www.opcion.r



