121596, r. Mocksa, ya. FopGynoga, . 2, crp.3,
sTax 6, nom. IT kom. 20-20A, Ten. +7(495) 269-00-39

IMoaTBep:kaeHHe COOTBETCTBHS BBO3ZUMOTIO JIEKapCTBEHHOI0 IIPENapaTa yCTanoBJIennbiM
TpebdoBanuam Ne(139-21/01/20

Toprosoe HaWMCHOBaHHE JlexcaMeTasoH
MexayHapoHOC HEMATEHTOBAHHOC HAHMCHOBAHHE JlexkcameTazon
(IpynNHPOBOUHOC MM XHMHYECKOE)
JlexapcTtBenHas Gopma Kannu rnasusic
Hosuposka 0.1%
Popma BeINTycKa karuin raasusic 0,1 % (dnaxkoH-kanensHHIb]
nonuMepHsie) 10 ma
Homep cepuu (mapTHH) 2001051
O6wem cepur (11IapTHH)/HOMEp HHBOHCA, J1aTa 9 176/ unsoiic 0000006959 or 21.01.2020
Jlara BeIycKa 01.2020
| N'onmen ao 01.2023
' OKII[I2 /TH B/ 21.20.10.261/3004 32 000 &
HauMcHOBaHHE M ajipec Npou3BoAMTeNs (¢ yKasaHHeM ctammi | IIpoM3BOACTBO rOTOBOH JICKAPCTBCHHOH QOPMEI ©
IIPOK3BOACTRA) K.O. Pomdpapm Komnann C.P.J1., PymbiHus/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, Otopeni, Romania;
®dacoska 4 (WIH) yIAaKOBKa:
K.O. Pomdapm Komnann C.P.JL., Pymbinna/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor Street, Otopeni, Romania;

‘ BropuuHas ynakoBka:
i K.O. Pompapm Komnann C.P.J1., Pymbims/
S.C. Rompharm Company S.R.L., Romania,
1A Eroilor Street, Otopeni, Romania.

Homep 1 gaTa perHCTPalHOHHOIO YI0CTOBEPEHHS JICP-001806/08 or 17.03.2008
HoMep H faTa HOpMaTHBHON JOKYMCHTALHH JICP-001806/08-170308, u3m. Nel-4
Haumenosanune H ampec Jacpkatens peructpaumonnoro | K.O. Pompapm Komnanu C.P.JL, Pymeinns/
YAOCTOBEPCHHUS S.C. Rompharm Company S.R.L., Romania, 1A

Eroilor Street, Otopeni, Romania.

IlonTeepKIcHHE COOTBETCTBHS BBIIAHO HA OCHOBAHHH:
|.3aBOJICKOrO TAacTopTa NIPOM3BOANTENs (cepTH(HKATa aHaIH3a KoHeuHoro npenapara) Ne 2001051 ot 21.01.2020 .
2 Ipotoxona ucrsrranuii NeTTI-95 ot 30.01.2020 r. (Beinan PIBY «IKKJICuMM»)

3ak/0uenHe; JeKapeTBeHnblii npenapar Jexcamerason kamin raasupie 0,1 % (daaxon-kaneabnuubl
nonumepubie) 10 ma, cepun 2001051, mapTus 9 176 yn., coOTBEeTCTBYeT TPEOOBAHHAM, YCTANOBJICHHBLIM
npu ero rocyaapersennoil perucrpamun (HI JICP-001806/08-170308, i3m. Nel-4).

Jara seitaun noprsepokacHus: 06.02.2020r. ° SEE

Vnomnomouennoe anuo 000 «POMPAPMA»

JlonHOCTs: 3aMECTHTEL TCHEPaNbHOIO AMPCKTOPa
Jlosepennocts Ne 6/1 o1 11 nosabps 2019 r.
KonrtakTHblit Teneton: 84952690039

DJIEKTPOHHAS M0YTA: v.dendeberya@rompharm.ru




Tol +4 (021)350 45 40, 300 77 80,300 7781 - $.C. Rompharm Cempany S.R L. - Romania, fllav, 75100 Otogen:, Str. Eroilor, Nr. 1A,

Fax +4(021) 3504841 E-mail. office@rompharm.ro N . CUIERG 14395646, RC: J23/132172004 L
' Ceprudurat aHa 34 KoneyqHoro npenapara Ne 2001051 | Koa Gnanka; CC-F-139 ]
| Mpenapar JEKCAMETA3OH, kamau eaazuvie 0,1 %,
| BHYTpeHHT Ko 0l50ft-ru |
Ilpon3soacTBennasn cepus 2001051 ]|
| laTa npon3soiacrea 01.2020 ?
' loaen a0 01.2023
Ne | XaparTepHCcTHRH Jonycrimbie YCJI0BHA Pesyabratm 3
| ‘ Ouueanue Cycnmmm fenoro IRCTA, BOIMOWHO COOTRCTCTBYCT

; NPHCYTCTBHE OCAIKA, KOTOPbLIl OLICTPO
paccelBaCTCs NPH JICrKOM B30AITBIBAHHN,

[ 2 Moanunnoctn
| JlckeameTasou Bpems yaepsxnBanis nika 0OCHOBHOIO Ha | COOTBETCTRYET
XpOMAaTOrPaMMe HCOBITYEMOrO PacTBOpa
‘ JNOKHO  COOTBETCTBOBATE  BPCMCHH
; VIACP/KHBAHUS MHKE Ha XPOMATOrPaMMC
| Benzankonusg x10pHaa | CTAHAAPTHOrO PAacTBOPa ACKCAMETAZ0HA, | COOTBCTCTBYCT
i Bpewms yacpsiipanis AByX NHKOB Ha

: XpOMaTOrpaMMe HCMBITYCMOTO pacTBopa
JONKHO COOTBETCTBOBATL BPEMCHH
YACPHKHBAHHS ABYX IHHKOB Ha
XPOMATOrPaMMe CTAHAAPTHOTC PACTBOPA
| OCH3aNKOHHA XJOPHIA.

. pH Ot 5,0106,0 5,6

t4 Pasatep uacruuy Hns xanmcaeix 10 MK TBepoOro BellecTsa COOTRETCTBYCT
te Gonec 20 9acTHL MOTYT HMCTDb PasMep
Donbiie 25 MEM W 2 HaCTHILL] M3 HHX

~ MOI'YT HMCTh MAKCHMALHBIT paiMep

' Gonbue 50 mxm. Hu oxnsa wacTiua He
JIOTKHA HAeTh passep Gonee 90 Mim.

) Cpenisist Macea 10,1 r=10%(9,09-11.11 1) 9.99
| | COACPANMOIO 0HOTO

|
|
|
1

LS

Benzaarons xaopuda: 0,009 - 0,011 % 0,0097

.
| duraxoHa ]
6 MaoTHoCTD 070,998 a0 1,018 r/end 1,008 3
| 7 OQCMOIBLHOCTL 275,0- 335,0 mOcmonw/sr, 310 |
IE CrepuibHoCThb CycucH3s 10J1KHA ObITh CTCPHIILHOI CTCpIHJIbHA |
) KoauuecTrenuoe Hexcaviemasona: 0,090 - 0,110% (90,0- 0,104 !
’ onpeaeenmne 110,0% oT ykasaHHOTO KOJHHECTBA Ha
’ YTHKETKC): ‘

|
.

(90,0-110,0% oT yKa3anHOTO KOANUCCTRAE

i
| H# ITHKCTKE). ;
T

10 | PoacTsennbie npuzecn | Kajcdol unouGuoyabnoi npusects - He 0,17 i
‘ - Gonee 1,0%; :
? | Cyarng npuviecet - ue Gonee 3,0%. 0,51
| YRaKoBKa [lo 10 w1 npenapata B  Oemeiii |10 M npemapata B Oenmom |
' HOTHMEpHbII (pIaKOH-KANENBHHILY | TOMHMEPHOM  (DIAKOHE-KaNCIbHILC ‘t
: JAKPLITLIT  MOZMMEPHON  KPLIUKOH € |3QKPBITOM [ONHMCPHOIT Kpbilikoii ¢
IPCAOXPAHHTEIBHbIM KOITBLIOM. Mo |npcooXpasuTelbubiM Koo, Oann |
} onHoMy Qnaxony-kaneabiile Bmecte ¢ | (PIaKOH-KANCILHIIA BMECTC c |
| HHCTPYKIBICHT 10 NMPHMEHCHIIO B [HHCTPYKIBICH 1O MpHMCHCHHIO B
| KAPTOHHYIO HAYURY. KapTOHHOI nauke, o0~
| Mapkuposka Ha pveeroM si3bike YRAIAN0: Ha pveckom SI'}b!Hg VRA3AHBE ™ BN
{ 1) [lepBuunas YIQKOBKA, 1) I"Icnmzs’imm \'l’[l!l\‘()lil\"l.l. *;\\, AN




Tet: +4 (021) 350 45 46; 300 77 80; 300 77 81
Fax: +4 (021) 3504641, E-mail. ofice@rompharm.ro

Y S$.C. Rompharm Company S.R.L, - Romania, ifoy, 75100 Otopeni, Str. Erailor, Nr, 1A,

. CULRO 14399646, RC. J23/1321/2004

Ha
npcnapam ¥
| IPOH3BOANTESA,

IYTHKCTKE __ (hmakoHa;  Ha3BaHHe
Ha3BAHHC 1 l})t:.!ll'lp M THS-
TOBAPHBIII 3HAK
NPCANPHATHA  —  [POH3BOAHTENs  (Ha
AHIIMICKOM  $13bIKE),  JICKAPCTBEHHYIO
(hopmy, KOHUEHTpaLMIo B Y, HA3BAHIC U
COACPAAHHC AKTHBHOI'O KOMIOHEHTA B
smr/ma,  oO0néMm UIAKOHE,  YCHOBHS
XPAHCHMA, NPCAYNPCANTCILHBIC HALIHCH
(«Xpamure B HemocTymHosm ans jerei
mecte!»),  «CTepiTEHO», HOMEpP  CepHH,
1aTa HITOTOBNCHIIA, 1aTa OKOHYAHHSA CpoKa
FOAHOCTH.
! 2) Bropiunas yilakoBKa,

Ha kapTonHOoil nayke; 1a3BaHne npenapara,
Ha3BAHHE, AAPCC M CTPaHa TIPCAMPHATHS-

TPOHIBOLMTENS, TORAPHKIH JHAK
NpCANPHATHA-TPOH3BOHTCNA (na
AHMMHICKOM  AI3BIKC),  JICKAPCTBCHHYIO

topMy, KouueHTpauuio B8 %, cocraB ¢
VKA3aHHEM KOJTHYCCTBA AKTHBHOIO
KOMIOHEHTa B MIYMJI M [CPEHYHCACHHEM
BCIIOMOTaTeIbHLIX KOMIOHEHTOB, OOBLEM
(pmaxona, YCIIOBILs XpaHeHHs,
NPEIYNPEINTEbHBIC HAAMMCH («XpaHuTh
B HEUOCTYTHOM JUld  jeTeit  mecrely,
«llepen ynorpebnennem  w300onTaTL!M),
JATY M3TOTOBJACHHMA, HOMCD CCPHMH, Haty

OKOHYAHIA CpoKa rOTHOCTH,
«CTepHIbLHO.», «MecTtHO.»,
PCTHCTPALHOHHBIH  HOMEp, LWITPHX KO,
YCIOBHA OTTIYCKA i3 anTek.
JIonoIHHTENLHO HAHOCHT
TEXHWIOIHHECKY ) uuGopmaliiio
(BuyTpeHHNi KO H thapmaron).

JIOMOMHHTENLIO 1A THKCTKS (Pnakona i Ha
KApPTOHHOI MauKe Ha aHCIIMACKOM S3LIKE
VKa3bIRAIOT HA3RAHMC MpCnapara.

Ha kaproHnylo mauky MOTYT HaHOCHTLCA
CpeacTBd  HACHTHOHKALMH  CHCTCMbI
MOHHTOPHHIA JIBHIKCHHA JICKAPCTBCHHBIX
rpenapaTos (ABYMEpHbIT WTPHXOBOH KOI
1 APYTHE), PH ITOM J1aTy H3TOTOBICHHA HE
HAHOCAT,

Ha ITHRCTRC d)EIﬂKOHﬂI Ha3BaHHE ‘
llpcu:.tpaTa. HA3BAHNC  NIPCUIPHATHH- ‘
NPOM3BOAMTCAA,  TOBAPHBIH  3HAK i
|
|
{
|

NPCANPHATHA - TIPOH3BOANTCAS  (Ha
AHITTHIICKOM  5I3BIKE), JICKapCTBCHHAS
(popma, KOHUCHTpaLs B Yo, HAIBAHKE

H COJCPACAHHC AKTHBHOIQ KOMTIOHCHTA

B MM, 00bEM  (nakoHa, YCaoBHA
XPaHCHHA, NPCAYUPCANTC/IbHBIC
HAMHCH  («XPaHHTb B HEIOCTYIIHOM }
s aereii meere!y),  «CTepitnbHO,
HOMCP CCPHH, JIATa H3TOTOBACHIS, 1aTa
OKOHYdHIMA CPOKA INoJIHOCTH,

2) Bropuunas viiakoBKa.

Ha  KaproHHOM  flauke:  Hassane
NPCIapaTd, HA3BaHNC, /1pcc W CTpdHa
NPEILIPHS THS -IPOH3ROANTEIS,
TOBUPHBIH 3HAK [PCATIPHATHIA-
POH3BOINTCIIA (Ha AHITIHFICKOM
f3BIKC),  nexapersednas  Qopaa,
KoHUeHTpaums 8 %, cocras ¢ |
VKA3aHHEM  KONMMECTBY  AKTHBHOIO
KOMITIOHECHTA B MIY/MN H
NepeHHCACHHeM BCIIOMOIaTebHbIX
KOMITOHCHTOB, 00bEM (pnaxona,
YCIOBHS XPaleHHs,
NpeAYNPeAHTCNLHBIC HAJTTHCH
(«XpaHHTb B HEAOCTYITHON U1l JeTeit
Mmcetely,  «llepen  ynorpebrenuenm
B30onTarL!»), 4aTé  N3rOTOBICHI,
HOMCP CCPMH, JaTa OKOHHAMHMA CPOKad
roHOCTH, «CTCPIIbHO.», «MeCTHO.», ‘T
PCrHCTPALHOHHBIF HOMCP, UITPHX KO, |

JLONONHUTENBLHO HA FITHKETKE (IAKOHA
H 1A KAPTOHHOIT MAYKe Ha anrTHiicKoOM
SI3BIKC YRU3AHO HA3BAHHC fpenapara.

YCNoBHs OTHYCKd 3 AITCK, |
Horonumrensuo HaHeceHa |
TCXHOIOrHYeCKas upopmamms |
(BHYTpeHHHIT KO © apMakoj). |
|
|

| XpaHenue B cyxom, 3ammuieHHOM 0T cBeta mecte, | Coorsercrsycr
| rpi Temriepatype e seime 25°C.

I

- Cpok roamoctn 3 rona. CoOTBCTCTBYCT

" Koseunslil npenapar cooTBeTeTBYET/ He-covrpererpyer-Tpeborannam HJL JICP-001806/08-170308 w3, Ne 1-4.

| Jupextop oTaeaa o KOUTPOJIIO Ka4ecTsa

Jlorogiaty Panyka

21.01.2020




