121596, r. Mocksa, ya. F'opGynosa, 1. 2, c1p.3,
atax 6, mom. IT kom, 20-20A, Ten. +7(4195) 269-00-39
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HOlITBCp)R.IIBHHB COOTBETCTBHA BBO3UMOI0 JIEKAPCTBEHHOI0 nmpenmapaTa YCTAaHOBJIEHHBIM

TpedoBanuam Ne(0288-04/06/20

Topropoe HaMMeHOBaHHE

Jyompoct

MEMYHaPO,HHOE HCIIaTCHTOBAHHOC HAHMEHOBaHHE
(rpynnupoBOYHOE HIIH XHMHYECKOE)

Jlatanonpoct + THMomon

JlekapcTBeHHas dhopma

KaruiH IrjiasHele

| Jlo3upoBka

®dopmMa BEITYCKa

KaIUIH rnasuele (pnaxon- kanensHuua) 2,5 ma x 1
(mayka KapTOHHAs)

Homep cepuu (maptam) 2005161

O6neM cepuH (mapTHH)/HOMEp HHBONICA, 1aTa 18 743/ unsoiic 0000007000 ot 04.06.2020
JlaTa BEIMyCKa 03.2020

Tonen o 03.2023

OKII/I2 /TH B3] 21.20.10.261/ 3004 39 000 1

Hanmenosanue M azpec npousBomurens (C yKka3aHHEM
CTaJ1i NPOHU3BOJICTBA)

ITpoussoaurens (Bece CTajliM NPOH3BOACTBA):
K.O. Pom¢papm Komnanu C.P.JI., Pymeinus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, Otopeni, Romania

Homep 1 nata perucTpalMOHHOTO YAOCTOBEPEHHS

JITI-002006 ot 19.02.2013

Homep H naTa HOpMaTHBHOH JOKYMEHTALHH

JII1 002006-190213, u3m. 1-2

HanmMeHoBaHHME M anpec JepXKaTels pErHCTPALMOHHOrO
YIOCTOBEPEHHS

K.O. Pomdpapm Komnanu C.P.JI., Pympinus/
S.C. Rompharm Company S.R.L., 1A Eroilor
Street, Otopeni, Romania

HO,E[TBCP}K,I[GHHC COOTBETCTBHA BbIAAaHO Ha OCHOBAHHH:

1. 3aBoackoro macnopra poH3BoauTeNs (CEepTH(HKATa aHAIKH3a KOHEYHOTo Ipenapara) Ne 2005161 ot

25.03.2020 r.

3axi049eHHe: JieKapcTBeHHBIH npenapar «/Iyonpoct xanau riasssie (paakoH- kanelsHENA) 2,5 ma x 1

(mauka xapronnas)» cepud 2005161, napras 18 743 yn., cooTBeTCcTBYeT TpeGOBAHHSM, YCTAHOBIEHHBIM

NpH ero rocynapcreenHoii peracrpauun (HI JIII 002006-190213, uzm. 1-2).

Hara einaun noaTeepxaeHus: 18.06.2020 r.

VYnonHomouerHoe juio 000 «POM‘I)APMA»;

JOmKHOCTE: 3aMECTHTEb T€HEPATLHOTO AHPEKTOPA TG i
JHoeepenHocTs Ne 6/H oT 29 Hoa6ps 2019 r. BN
Konrakrusii Tenedon: 84952690039

OunexrponHas nodra: v.dendeberya@rompharm.ru

He#ﬂlﬂﬁepﬂ B.B.
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| Tal: +4 (021) 350 46 40; 300 77 80; 300 77 81

| Fax: +4 (021) 3504641, E-mail: office@rompham to

5.C. Rompharm Campany 8.R.L. - Romania, ifov, 75100 Otopeni, Str Eroilor, Nr. 1A,
CUI: RO 14399646, RC: J2311321/2004
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Cepruduxar anannza Konewnoro n penapata Ne 2005161 | Kox 6hanka: CC-F-139
Ilpenapar AYOITPOCT, xanau enaznsie
Buyrpennuii kox 0420ft-ru
IlponzBoacTBenHast cepus 2005161
aTa NPOM3BOACTBA 03.2020
LConen oo 03.2023
Ne | XapakTepHCTHKR HonycTHMBIE Ye/I0BHA Pe3yabrarsl
1 Onucanne [Ipo3paynstii GecuseTHalit pactsop COOTRETCTBYET
2 HMonaunuocrs
- Jlaranonpocta Cnektp ucnuITyesmoro pactsopa, CHATHI B COOTBETCTBYET
o6macty ot 190 z0 400 HM KomkeH
COOTBETCTBOBATH CIEKTPY PAcTBOpa
- Tumonona CTAHAAPTHOrO 05pasua NaTaHonpocTa, COOTBETCTBYET
CreKTp HCMBITYEMOrO PACTBOpA, CHATHI B
o6mactn ot 190 10 400 Hm aomxeH
- bensankoHus xnopua COOTBETCTBOBATH CNEKTPY PacTBOpa COOTBETCTBYET
CTaHIAPTHOTO 06pasna THMONONA.
Cnextp uensrryemMoro pacrsopa, CHATHI B
obmactu ot 190 20 400 M gomkeH
COOTBETCTBOBATS CHIEKTPY PAcTEOpa
cTaHaapTHoro obpasua GeH3ankoHua
XJopHza.
3 IIpospaunocts PactBop aomkeH GbiTh NPO3PAYHKIM 1O NpO3paYHLIA PacTEOp
CPABHEHHIO C BOAOI.
4 I BeTHOCTS Pacrsop nosmien 6srrs GecuseTHEIM, GecugeTHsLi
5) pH Or5,5 106.5 6,1
6 OTHOocHTeIbHAN Or 1,000 2o 1,023 1,013
IIOTHOCTH
7 Mexanu4ieckne BuanMble 4aCTHIIE JOIDKHBI OTCYTCTBOBATS | COOTBETCTRYET
BKJII0YEHHS
8 OcMOISLIBHOCTE Ot 270 a0 330 MmQcMoab/kr 326
9 TlocToponune npuMecH !
- NNatanonpoct 15-C-natanonpoct - e Gonee 0,5 %; 0,12 i
5,6-Tpatic-natanonpocr - He Gonee 3,0 %; 0,78
Kucnora natanonpocra - e Gonee 1,0 %; 0,07
Jo6as eannuynan nenacHTudHMposanHas | 0,12
npumecs - He Bonee 0,5 Y%; 0,39
Cymma HenaeHTHOHUHPOBAHHEIX npuMecedi - | 1,71
He Gonee 1,5 %;
- Tumonona Cymma npumeceii- He Gonee 4,0 %, HO
<0,05
Hsomivonon - ve Gonee 1,0 %; <0,05
Jlio6as eaunuuuag HenneHTHOHLUAPOBAHHAS
npumecs - He Gonee 0,5 %;
Cymuma npiveceii - ue 6onee 1,5 %.
10 HasaekaeMmblii 06nem He menee 2,5 mn 2,55
11 CTepHILHOCTE PacTeop nomkeH GuITh CTEPUIBHEIM CTepUIbHbI
12 | KoanvecTBeHHOE :
onpeje/ieHne
- Jlatanonpoct Ot 0,045 a0 0,055 Mr natanonpocta B 1 MI 0,052
- Trmonon npenapara;
- Bensankomia xaopua 014,50 a0 5,50 Mr THMosI01a B | MR 5,04
npenapara; -
010,18 10 0,22 Mr Gensankonns xnopunas | 0,20 L — Ny
| M1 npenapara. / ’
13 Ynakoska [To 2,5 mn pacTBopa B NONMMepHblil ¢naxon- [2,5 Ma pacTso TI0 1it hhako!
KATENEHILY BMECTUMOCTBIO 5 M 3AKPRITEI | KaNeNBHHLY BMECTHMOCTHIO S Mt
TIOHMEPHOH KDbILLKOH ¢ |mommmeproit [ /'
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Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 (021) 3504641, E-mail: offce@rompharm.ro

§.C. Rompharm Company S.R L. - Romania, Iifov, 75100 Otopeni, St. Eroilo, N 1A
CUL RO 14399646, RC: J23/1321/2004

NPEAOXPAHUTEALHBIM KobUoM. [To oxHoMmy
(hnakoHy-KaneNbHULE BMECTE ¢ HRCTPYKeH
N0 OPHMEHEHHUIO B KAPTOHHOIH yNakoBKe.

14 | Mapxupoeka

TPCAOXPAHUTENLHLIM | KonbloM.  Qnue

(raKOH-KANETLHHLA BMECTE ¢ HHCTPYKIHei]
11O NPHMEHEHHIO B @%Hﬂoﬁ YTNAaKOBKE.

1) epBuunasn ynakosxa
.'IEI-CIIPCTBeHIlOI"O npenapa'ra.

Ha pycckom s3vike YRU3bIGUION:

Ha auketke dnakona: nassanne npenapara,

TPYNNHPOBOYHOE HA3BAHHE, HAIBAHUE
NPEANPUSTHA-NPOH3BOAHTENS U CTPAHA,
TOBAPHbIN 3HAK NPeANPHATHS-
NPOH3IBOAUTENS (HA AHITHICKOM A3BIKE),
JeKapPCTBEHHYIO opMy, 06beM dnaxona;
YCNOBHSA XPAaHCHHA, NpCayNpeaAdTENbHbIC
HaZANMHCH («XPaHHTL B HEJOCTYIHOM LIS
Acreii mecte!», «CTEPHIIBHO.»), Homep

CCPHH, A4TA W3rOTOBJACHHS, J1aTA OKOHYaHUA

CpPOKA FOJHOCTH.
2) Broprunas ynakoeka.

Ha KapTOHHOH’ nayxe: Ha3BaHHE
npenapartd, IpyYNnHPOBOYHOE HA3BAHME,
HRQIBAHHE M a;pec NPEANPHATHA -
TIPOH3BOAHTENH, TOBapHAIif 3HAK
NPEANPHATUA-IIPOH3BOAUTC/IA (Ha
AHIMACKOM  ASBIKE),  JIEKAPCTBEHHYIO
dopmy, cocras ma 1 Mn npenapara ¢
yKazaHHeM KOJHYecTBa AKTHBHEIX
KOMIOOHEHTOB B MI M [CPEYHCICHHEM
BCTIOMOTATENBHBIX  KOMIIOHEHTOB, 0GbeM
dnaxoHa, YCIOBHA XpaHeHu4,
NPCAYNPEANTE/IbHbIC HAANHCH («XpaHHTb
B HENOCTYNHOM 1A jeref Mmecre!n,
«CTEPHJIBHO.»), «Croco6 npHMeHEeHNnA:
CM. HHCTPYKHIHIO MO MPHMCHCHHIO.», AATY

HITOTOBJIGHHA, HOMECpP  CepHH,  JaTy
OKOHYAHHSA cpoxa T'OAHOCTH,
PErHCTPALMOHHEIH HOMEP, IUTPHX KOA,

YCIOBHA OTMyCKa W3 anTek. Ha KapToHHYI0
Nayky  MOCYT HAHOCHTBCA  CPEACTEA
HICHTHOHKALHN CUCTCMEI MOHHTOPHHIA
IBHKEHMS JIEKAapCTBEHHBIX INpenapaToB
(AByMepHEIi IITPHXOBOH KOA M Apyrue), a
TAKKE  TeXHonoruwweckas  uHdopMauus
(BHyTpeHHui xoa u dapm-koa), HpH ITOM
AdTY H3roTOBJICHHA HC HAHOCHT,

KOHA: Ha3BaHHE

npenapara, IPyNnMpOBOYHOE HA3BAHHE,
HA3BAHHE NPSANPHITHA-NPOH3IBOANTENA H
CTPaHa, TOBAPHEIH 3HAK NPEANPHATHSA=
Npon3BOAHTENA (Ha AHIIHICKOM A3BIKC),
AeKapCTBEHHYI0 hoply, 06beM akoHa,
YCAOBHA XPAHCHNA, MPeAYNPeINTEabHbIC
HaAMHCH («XPaHUTE B HEAOCTYNHOM 1A
aereit mecre!n, « CTEPHJIEHO.»), HOoMep
CEpHH, JATa HITOTOB/EHHA, 1aTa
OKOHYAHHA CPOKA FOJHOCTH,

2) Bropuunas ynakoBka,

Ha _ kaprounoil  pauke:  Hassamme
npenapara, IPYNOMPOBOMHOC Ha3BaHHE,
Ha3BaHHE M  aIpec MNpeanpHATHA -
NPOM3BOIHTENS, Toaapﬂuii JHAK
NPeANPUATHA-NIPOU3BOAHTENS (Ha
BHTTHACKOM  A3BIKE),  [ICKAPCTBEHHYIO
¢opmy, coctas Ha | mn npenapata c
yKa3zaHHeM KONHYECTBA  AKTHBHEIX
KOMIOHECHTOB B MT |H MepeyncleHHeM
BCNIOMOTATENbHEIX KOMIIOHEHTOB, 00beM
tnakoxa, YCIOBHA XpaHeHHA,
TNPCAYNPCAHTENbRAIC HAANNCH («XpaHUTb
B HEAOCTYNHOM JUIA JeTed  Mecrte!y,
«CTEPHJIBHO.»), «Cnocobd
NPUMCHCHHA: CM.  HHCTPYKUMIO IO
NPUMCHEHMIO.», IOaTy  M3rQTOBICHHA,
HOMEp CCepHH, [ATY OKOHYIHHA CpOKa
TOOHOCTH, PerHCTPAUHOHHBIH  HOMep,
IITPHX KOX, YCIOBUS OTHYCKA M3 allTeK.

15 XpaHenue

B saupuuentom ot ceeta mecte npy Temneparype ot 2 a0 8°C. Ilocne Beckpumis (rakoHa
Npenapar cheayeT XPaHHTL NPH TeMneparype He Bhiue 25°C 4 HCNoMb3pBaTs B TEYCHHH 4-X

HEOCJIb.

3 roma.

Cpok roaHocTn

KoHeuHEl npenapaTt COOTBETCTBYET/ He-COOTHETE

Fpyer-rpebosannsv HI JITT-002006-190213 u3m. Ne 1

2,

JHpeKTOp 0TACA N0 KOHTPOJII0 KayecTBa

Jlorodaty Pamyka

25.03.2020




