121596, r. Mocxsa, ya. Top6ynosa, A. 2, erp.3,
aran 6, mom. 1T koM. 20-20A, Ten. +7(495) 269-00-3%

MMoATBepKAENHEe COOTBETCTBUS BBO3HMOIO JIeKApCTBEHHOTO NPENapaTa yCTaHOB/ICHHLIM
TpeGoBaNHAM Ne0055-15/11/19

Toprosoe HAHMEHOBaHHE

naynpoct

MesxayHapoaHOe HEMaTeHTOBAHHOC HaMMEeHOBaHHE
(rpynmnupoBOYHOE HIIH XHMHUECKOE)

JlaTanonpoct

JlexapcTBenHas hopma

Kannu rinasHele

Jlo3upoBKa

0,005%

dopMa BBITYCKa

karu rnasusie 0,005% (pnaxon-
kanenpHuna) 2,5 mi x1 (mauka KapTOHHAas)

Homep cepun (IapTHH) 1919001
O6nem cepuu_(MapTHH) 73 024

JlaTa BHITYCKa 11.2019
Tonen no 11.2022

HanMeHOBAHHE M AIpeC MpoH3BOIMTENS (C yKa3aHHEM
cTaamii MPOH3BO/ICTBA)

Tlpon3BomHTEN (BCE CTAMMH IIPOM3BOJICTBRA):
K.O. Pomdapm Kommanu C.P.JL, PympiHus/
S.C. Rompharm Company S.R.L,, Romania,
1A Eroilor str., Otopeni, 075100, Romania

Howmep M 1a1d pEerHCTpallHOHHOTO YAOCTOBEPEHHA

JIT-000006 ot 19.10.2010

Howmep H aTa HOPMATHBHO# IOKYMEHTALHH

JIT1-000006-191010, Mam. Ne 1-3

HauMmeHOBAHHE H afpec JAepiKaTelld perHCTPalHOHHOro
YAOCTOBEPEHHUA

K.O. Pomdapm Komnanu C.P.JL., Pymbinns/
S.C. Rompharm Company S.R.L., 1A Eroilor
str., Otopeni, 075100, Romania

Jlexapcreenuniii mpenapat IaaynpocT Kamid riasHble 0,005% (paaxon-kaneabuuua) 2,5 mi x1

(nauka KapTOHHAS) COOTBETCTBYET TpPeGOBAHHSM, YCTAHOBJICHHBIM TIPH €ro rocyaapcTBeHHOH

perncTpalHM.

3aBoackoii macnopT (cepTH(HKAT aHANTH3a KOHCHHOro npenapara) Ne 1919001 ot 11.11.2019 1.

VronxwomoucHHoe nuuo 000 «POMOAPMA»

JIomAHOCTE: 3aMECTHTE/Ib FEHCPAILHOTO JMpexTopa
JlopepemocTs Ne 6/1 ot 11 HoaGpa 2019 r.
Kounraxusiii Tencdou: 84952690039

[1OYTA.

NCKID

W
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Ceprudnkar AHLINIA KONCYNOro npo

avkra N 1919001

| Koa 6nanxa: CC-F-139 |

Mpenapat

CNAYINPOCT, kaniu 21aziubie 0,005%, 2.5 M1 M

1

[Ipon3s0oaCTBEHHAR CEpiin 1919001 ‘
[aTa npon3IBOACTBA 11.2019 i
Cpok roasocTst 11.2022 |
N XapaKkTepHCTHRE YC0BHA J0MYCTHMOCTH PesvabTal
1__| Oancanue TMpozpaunntit, SecuncTuiii pacTnop COOTBETCTRYCT
MoAAMKHOCTD
Jaranonpocta Bpeua yACpAHBAHMS OCHOBHOTO MIKA Ha COOTBETCTBYCT
XPOMATOrPaMMe HCMLITYCMOTO PacTBopd
! JOMKHO COOTRETCTROBATE BPEMEHM
5 yACPAHBAHHA MHKA NATAHONPOCTA HA
5 BeI3aIKOHHA XN0PHIA XPOMATOrpaMMe CT2HIAPTHOrO PacTBOpa. COOTBETCTRYET {
Bpesens yACPAHBIHNA IBYX OCHOBHBIX !
i MHKOB MA XPOMATOTPAMME HCNBITYEMOrO l
PACTBOPA A0KHLI COOTBCTCTBOBATL '
! ppemenam yacpaupanmut (£ 0.5 suw) anyx
i OCHOBHBIX KOS GEN3aTKONHA XAOPILIA HA
| XpOMATOrpPaMMe CTAHAIPTHOND PACTBOPA.
Pacrsop aomket GuiTh Mpo3patiHeIM NO COOTBETCTBYCT
3 | NpospaunocTh CPABHCHMIO ¢ BOAOH 1A HE NPEHRIIATE
1 Jranon 1.
4 | DsernocTs Pacteop soaxen Ourrs Sccusetnmii. COOTBETCTRYCT B
5 |pH Or603073 6.8 ‘
6 | DemoanabnoctTs Or 260 a0 330 MOcmonn/kr 290
7 | Hasaexaemutii 00uem He MeHee HOMHHATLHOLO 2,65 {
§ | IlaoTnocTs Ot 1,000 a0 1,0149 t/em’ 1,013 |
9 | CrepnabHoctb Pacruop jomaen GbiTh CTePHALHLIM. crepuaLnLidi N
10 | Mexanuueckne BRIIOHERNR oﬂ;cmmuc;gm —— s 2o |
MocToponnue npumecn §,6-1panc natanonpoct i 15-C 0.20 ‘
AaTaKONpoCT B cysme — ne Gonee 3,5%: f
I KiucnoTa aaraHonpocta — He Gonee 1,0%: <005 ‘
1 Eantnnoil HenaeHTHuposanHof !
; npusech - e Soace 1,0%; < (.05
l CyMMa HEHACHTHOHIHPOBAHHBIX
i npuseceii - ue Soaee 2.0%. < 0.08 i
{ Koauuectaennioe |
12 onpeaecaenue
“ | = NatanonpocTa or 0,0045 a0 0,0055 % 0,0054 {
- BCH3ANKOHMA XN0DIAD ot 0,018 30 0,022 % 0,0212 "

13 | ¥Yuaronka

Mo 2.5 su1 ian 5,0 Ma pacteopa B Geuiit
Han noaynpoipaunsii noanmepsti
PAAKOH-KANCALHHILY BMECTHMOCTRIO 5 MA
3aKpeITHiil noanMepHOil Kpuukoii ¢
npeaoxpamiTeasHLM koauuoM. Ilo
0AHOMY WIH TPH (ABKOHOB-RANCALHIIL
BMECTC ¢ HHCTPYRUMCH N0 NPHMCHEHHIO B
KAPTOHHOI navKe.

2,5 mn pactsopa » Geawtii uan
noaynpospaymkil noanMepHuil
HNAKOH-KANESABLHHLLY BMECTHMOCTIO 5
1, JAKpLITLHE noANMepHOl KPBILKOI
¢ NPEAOXPAHHTEALHLIM KOJILUOM.
Oann GAAKOH-KANSALHAL BMECTC ©
HHCTPYKUNCH 110 NPHMCHCHIIO B

14 | Mapxuposxa

1la pyeckos Azvixe yKAISISTION:
1) Meppnunan YNakopka,

nassaune npenapara, MHH,
HAHMCHOBAHHE MPCANPUATHS-
NPOHIROAMTENN 1 CTPANA, TOBAPHLIA 3H2K
NPEANPHATHA-NPOHIBOATENR (Ha
AHPAHACKOM RILIKE), ACKAPCTBCHANA
bopMa, KONUCHTPALULA, COACPRAHUC
AKTHBROIO KOMNOHCHTA B | M npenapara

KapToHHOIT nayxe.

. P
1) Meparunas ynakosxa,

SOHD- A
nassanne npenapara, MHH,
HAHMCHOBAHNE NPEINPIATHA-
NPOHIROANTENA I CTPUHY, TOBApHL
IHAK IPCANPHATHA-HPORIPOANTEAA (HE |
anraniickoM -..’:..._ noithon |

o AL L
(opma, KOHLCH Tl ‘
2KTHBHOIQ KO '
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e 21 0640, 0T B OWTT 1 S S Rongham Conpary SRL - Romaria o, 75100 Oupeni S Eclor . 1A
| Fax: +4 (021) 3504641, E-mait cfficeBromphanm.rg \\“CUI: RO 14399646, RC: J231321/204
CepriduKat anain3a KoNEYHOro NPOAYKTa Ne 1919001 | Koa 6aanka: CC-F-139 |
Mpenapat NAYPOCT, xanw 2namwe 0.003% , 2.5 sen Av 1 |
[ponssoacTBeniian Cepia 1919001
JlaTa npouinojacTna 11.2019
Cpok roanoeT 11,2022
Ne | XapakTepucTHKR YcaoRHA A0NYCTUMOCTH PewyaLTar
B MT. 06beM PNaKona-KaneIhHHLb, npenapata B Mr, odnem Qnaxona-

YCNOBNA XPAHCHIW, NIPCIYNPEANTENLHBIC
naamien («XpaniTh B HCAOCTYNHOM AA
acreit mecte!n, «CTEPIUILHO®), Homep
cepin, AaTA HIOTOBACHI, 1aTd
OKOHUAHIA CPOKA FOAHOCTH.

2) Bropuunas ynakoBka.

Ha kaprosHoil nauke: HAIBAHKE
npenapara, MHH, hassanne u aapec
NPEANpIsTHA - (POHIBOANTENA, ToRapHbIii
3HaK NPCANPUATHR-NPOHIBOANTEAN (HD
AHrIHACKOM RILIKC), ACKAPCTBCHMAA
hopMa, KOHUCHTPALNS, COCTAR Ha | MA
NPEnapara ¢ YKAIaHHEM KonnuecTsa
AKTHBHONO KOMNOHCHTA B MI H
NEPEHICICHHEM BCNOMOraTeILHLIX
KOMIIOHCHTOB, KOAIMICCTBO (rakoHon-
Karnenbhi, ofbiy Qrakoua-kanceAbHULBL,
yCAOBHA XpaneHHs, «CnocoS NPUMCHCHIL:
CM. HHCTPYXLIHIO N0 NPHMCHCHHIO. N,
NPCAYIPEAHTEABHBIC HALTICH («XpaHuTts
B HSAOCTYNHOM [UIR AcTelt seereln,
«CTOpHALHON ), AATY WITOTORACHHS, HOMED
CepuH, Jaty OKOHYAHHA CpOKA roanocT,
PErUCTPALHONHBIA HOMEP, WITPIX KO,
ycnosus oTiycks i3 untex. Ha kapronuyio
NAYKY MOIYT HUHOCHTBCA CPCACTBA
HACHTHONKALMN CHCTEMbL MOHHTOPHHIR
JBIDKCHIA JICKIPCTBCHHLIX NpenapaTon

(asyMepustit uITphxonoil koa 1 apyrue), a
Tak®e TEXHONOTIMECKAn HHbopMALNIS

(muyTpenHnit koi # (apsi-koa), Tipi ITOM
JATY HITOTOBACHHA HE HAHUCAT.

KANC/IbHALBL, YCIOBHH XPAHCHHS,
NPEAYTIPEANTENIBHBIC HAATHCH
(«Xpaititth B HEAOCTYMHOM ANA actei
meere!'n, «CTEPHJIbHOR), HoMep
CepHH, AaTa MIrOTORNCHUA, JIaT3
OKOHHAHHA CPOKA FOAHOCTH. E
2) Bropuuunan ynaKkoBKa.

Ha xaproHHoil nayke: Hassamnme
npenapara, MHH, Rajsanue i aapec
NPEANPHATHA - NPOHIROAHTENS,
TOBApHLLI IHAK NPCANPHATIA-
NPOIBBOLITENA (HA AHTARACKOM
AIBIKE), ACRApCTBNHAn GopMa,
KOHLIHTPALMA, COCTaD na 1 M
NPenapars ¢ yKasaHHeMm KoAn4ceTaa
OKTHBHOTO KOMMOHCHTA B MI' H
NCPCHHCIICHHCM BCHOMOIATC/IhHWIX
KOMIIOHEHTOB, KOIHUECTBO (AAKOHOB-
Kaneasunw, 006éM (hAakoHa-
KAUEALHHULL, YCIOBHH XPUHCHIA,
«Cnocol mpiMEHCHHAL CM.
HHCTPYKUMKIO 110 NPUMCHEHIIO »,
NpeayNpeaNTeabHBIC HAANHCH
(«XpanuTh b HCAOCTYNHOM 1A AcTCH
secTe!n, «CrepuapHon), AaTy
H3rOTOBACHNS, HOMED CEPItI, ATy |
OKOHMIHHS CPOKA FOAHOCTH, '
PErHCTPAWION LI HOMEP, UITPHX KO, {
YCAORHA OTMYCKA M3 BNTEK. i

|
15 | Xpanecune B 3IHNICHHOM OT CBCTA MCCTE NIPH TEMACPATYRC OT 2% 108°C. W!;
Tocae BEKPLITHA (AAKOHA NPEMAPAT CACIYCT XPAHHTH NpH TEMNEPATYPE HE Bbllle i
259 C u ncnoassosats 8 Tedenne 42 auefi. ,
16__| Cpok roanocT 3 roaa. |
Koneunbiii KT f11e-200TDETETH panyam: HJLJIN 000006-191010 wis. Ne 1-3, st
JINpEKTOP 0TAC12 NO KONTPOIO KUHECTRA Jlorodoty 11.11.2019 ‘i
Panyka |
o
. c},ﬁ‘;...'&ft}m

paR wk\
L HYH




