DPOMAARMIAL
121596, r. Mockga, ya. lopGynoea, a. 2, erp.3,
atax 6, nom. I kom. 20-20A, Tei. +7(495) 269-00-39

IMoaTBep:xenHe COOTBETCTBUS BBO3HMOIO JIEKAPCTBEHHOI0 IIPpenapaTa ycTanoBJIeHHbIM
TpeboBanuam Ne0070-19/11/19

E Toprosoe HaMMEHOBaHHE
|

BUMOINITHK TUIKOC

MeskIyHapoIHOE HeMaTeHTOBAHHOE HAaHMEHOBaHHE
(FpYNIIMPOBOYHOE HIH XUMHYECKOE)

Bumaronpocr + Tumonon

JlckapcTBeHHas diopma

Kannu rinasHoie

| Jo3upoBka

0.3 mr/mi -+5 Mr/mn

(bopma BrIMyCKa

karum raasueie 0.3 mr/mn+5 mr/ma (daakos) 3
M1 x1 (mauka KapToHHAsN)

Homep cepun (naptuu) 1919251
Q0beM cepuu (NapTHH) 18189

/laTa BEITyCKa 11.2019
l"ojien ao 11.2022

HaumeHoBanue # afpec NpOHM3BOAMTENS (C yKasaHHEM
CTaJ(Hi IPOU3BOJCTBA)

IIponssoncTBO roTOBOH JEKapCTBEHHOH QOPMBI :
K.O. Pompapm Komnann C.P.JI., Pymbiaus/

S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Ilfov ;

[epBHunas ynaxkoBka: .
K.O. Pomdapm Komnanu C.P.JI., Pymeiaus/
S.C. Rompharm Company S.R.L., Romania, A
Eroilor str., Otopeni, 075100, Ilfov ;

Bropnynas ynakoBka:

K.O. Pomdapm Komnann C.P.JL., Pymernusa/
S.C. Rompharm Company S.R.L., Romania, 1A
Eroilor str., Otopeni, 075100, Ilfov ;

[MpoussoauTens (Beimyckarouyi KOHTPOIb
Ka4yecTBa):

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

' Homep M 1aTa perHcTpalHOHHOTO YOCTOBCPCHHS

JITT-005375 ot 27.02.2019

| HoMmep 1 nata HopMaTHBHOH JTOKYMEHTAIIHH

JITI-005375-270219, u3m. Nel

| HammeHoBanMe M ampec JepXkatels pPETHCTPALMOHHOTO
| yaocToBepeHHs

K.O. Pompapm Kommnanu C.P.JL., Pymbinns/
S.C. Rompharm Company S.R.L., 1A Eroilor str.,

Otopeni, 075100, Ilfov, Romania

Jexapersennstii npenapar BUMOIITHK IIIOC xanan raasapie 0.3 mr/ma+S mr/ma (paaxon) 3 ma x1

(nmauKa KapTOHHAsl) COOTBETCTBYET TPeOOBAHNAM, YCTAHOBIECHHBLIM IIPH €r0 MOCYAaPCTBEHHOH PErHCTPalHH.

3aBojackoii macnopt (cepTHdHKaT aHaNM3a KOHeuHoro npenapara) Ne 1919251 or 11.11.2019 T,

Vnonsomouensoe uo OO0 «POM®PAPMA»

JI0/KHOCTD: 3aMecTHTEb ICHEPAJIbHOIO AIMPEKTopa
Josepennocts Ne 6/0 ot 11 Hosbps 2019 r.
Konrakrusiil Tenedon: 84952690039

DackTpornas noyrta: v.dendeberya@rompharm.ru
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Tet +4 (021) 350 46 40; 300 77 80. 300 77 &7 : 5.C. Rompharm Company S.R.L. - Romania, filov, 75100 Ctopeni, Str. Erodor, Nr. 1A

Fax +4 (029) 3504641, E-mail, office@rompharm ro “ . CULRO 14305648, RC: J23/1321/2004
CepTiguraT aHaIINRa LIS KoneyHoro npoiavera Nel919251 [ Koz zokvmenta CC-F-139
{lpenapur | Busowenk Thnoe wanan ranzusie 0.3 wre/sin = 8 wir/ua
1 pou3IB0ICTRCINAN CCPUN | 1919251
E Jlata NpowIRnACTHY | 112009
| Toaen o Lhaeag
| e NaparTepucTinky Y CI0BIN J0IYCTHMOCTH Pesyantatei
f Ornieanie | Mpozpastiniit 01 GeCUBETHOID A0 CRETI0- Cootsercisyver
| | KCTOrG UPETA PUCTHOD.
| [forunmoceTs I Ha Xxpovatorpasie Henuityesmoro pacTsopa Cootperetsyer
[ - bumaronpocra BPCMS VICPKHBAHHA OCHOBHOTO ITHKA JQIRHO |
| | COOTRETCTHOBATH BPEMCHH YACDKHBANWY 11K |
I GHMITONPOCTA 1A XPOMATOIPAMME i
| 2 CTAHAAPTHOTO PACTROPA (CM. pasAen
i wRomectoemioe onpeacictinen ).
; |
| uamunmocs | Ha xpoyarorpavsie HENLITYeMora pacThopa Coorsercruver
|- Tisonom BPEASE VACPAGIRIHIR OCHOBHOTO 11K Q0K HO
N i | COOTBETCTHOBATL BPCMCI YACPRHBIINS (1KY
| | | THMOI02 B2l XPOMATOIPAMAE CTANIAPTHONO
i pactsopa (CM. pasae) «Koansectsenioe I
| onpeencien). |
" Toruumoen, I Ha XpoMarorpavse HenLiryesoro pactnopa Coorrercruyer i
f - Manewrs | BPCMS YICPAHBANNS THKD MANCATA A0THKHO |
4 ! | COOTRETCTHORATH BPEMEHIT YACHHRHBLIIA IHKY [
i | MATEITA H XPOMI TOIPAMME PACTHOPA |
: | MAICHHOBOI KICAOTH (CM. pa3jiel
«PoncTREHHBIC NPIMECH THMOA0MAx ).
Howumnocets Ha xposiarorpamMse densiryesors pacTaapa Cootnercrnyer
« BUi ko Xnopis BPEMEHA YICPAMBAHHA OCHUBHBIX [IHKOB
< | JAOIKI B! COUTDETCTBOBATL BPEMCHK
: | VACPAHHAHNR NHKOB GEHIAIKOHIN XJ0PHILA Ha
XPOMITOIPAMME CTNAPTHOTO PACTBOPE (CM,
paiaen «Koanuecinennoe onpeaencnues ).
o [Ipospiiocth Flpenapar J10/#ei ObiTh NPOIPAYHLIM, TTpospaunii
4 [lactiocis | Tpenapar J2onkeH Obith GecuBETHBIM 1011 CooTHercTnyeT
‘ | suiaepsnsars cpannenne ¢ sranononm Y.
5 pH [ 016,510 7,8 7.3 -
9 Meximueckie pinodeiis | B coommercTrit ¢ Tpefonarnas Bes Banmbix nactinn
10 OrnocHTentHas iwoTHoCTS, Or 1,000 a0 1,019 1,007
11 OeMONAILIOCTY O1 260 20 320 MOcvonL/xr 284
| |
| ' PoscTBentnie npHMecsH JlioGan exnimtaay venaenmihbiinponasias HO
| [ - Gusaronpocta | upiMecs - ne Goace 1L %o
[ 12 t Cymwma npuseceii - ne Bonee 2.0 %,
| I HO
[ Pozcrsenmmie upimecs ' Haornyonon - ne doace 1,0 %, <0.03 !
| | - usanoaa | JhoBas eunantiag Benae TRgHIIPORANIILN <003 !
I . npiMeck - e Sonee 1,0 %. |
| Cyswa npuseceil - ne donce 2.0 %o,
| | <003 |
14 OfpeM CHICPAIMOIO YIAKOBKN | Tle Menee HOMHIAALHOO, 3,19 M |
15 L Crepnasnocty ] penapat gomken OuiTh CIEPHALHLIM, Crepuiniiniii |
]
| Komvteernenmoe Or 0,285 10 0,315 mr Sinarronpocta B | st 0293 :
16 [ OnpeIeneHIe BIMATOLPOCTA 1 npenapara. i |
| GeHSIIKOMIN AN0pILLE Or 0,035 10 0,055 vr GeHRUIKOHIR XNOPHLL B 0.052
e o | M npetapara,
- | Komsecrsenioe Or4.75 10 3.25 mrmmonona s 1 v 491
i OUPCIRACHIHE = THMUIO MPENaPaTa,
Y nakoBsKa Ifo 3 s npenapara  so  Quakon w3 3 M ppenapata BO hnakon ol
MOMHITHACKA  BMECTHMOCTDLIO 5 ML OOMYTIICHE  BMECTHMOCTLIO
I8 OCHAEHH BT NPOGKOII-KANEABHILICH i ocHaeHNLIT  Rpodroii-kanen
: 1akpuiTeiil - speiukoil  (Genolt . Temno JAKPLITLIT Kpbitukoii Ge)
| chueli) ¢ UPEIOXPAHITEABHLIM KOILLON I3 MPEIOXPATETENBIIIM ""{_{}JW‘-‘:" ”
| _nosuamiLien. OMIYTHACH, o =/
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; Ha koo il QUiakon HAKNENBAIOT ITIRETKY. Ha dnakon Hakseena ymxeTn,
| o | win 3 uakona BMCCTE € MHCTRPYKIMEH 10 | | uiakom Rvecte ¢ HHCTPYRIH 1o |
|_TIPHAMCHEHIIO HOMEHAIOT B KAPTOHHYIO [1A4KY. LIPIMEHEHIK) B KIPTOHIOH NaKe,

} Mapkuposka \ I3 pyeeroM siLIKe VI '

| ! \ g - AT K TR

| - DAAKOHA VEA3HIBAKT: Toproroe manvenomsune | 1) [epsuunag vioawonia, Ha smimerie
| npeuapara, PVHRHPOBYTHOE  HAKMCHOBUNNE, M&ﬁﬂ@:‘ﬁﬂ@.: TOPronoc HAHMCHORAHIC

KOHUCHTPAUIIO B MM, ACKAPCTBENHYIG | npenapaTa, TPYNIHPOROtHOE
hopMy. 00weM npenapara B M, HOMED CEPHY, | HAHMEHOBMINC, KOHUCHTPSLING B Ar/s,
ARTR HSPOTOBACHIA,  J1aTa HCICMCININ CPOKA | ICKBPCIBCHILYIO QOPMY, 00bEM NIPCIPAiL 8
FOAKOCTH, HATBAKWNE W AIPEC NPCANPUNTIS= | AUi, HOMEP Cepiill, 0T HIrOTORACHUA, 1471
NPONIBORTCAR, TOBAPHLHT SHAK NPCAUPIATHA= | HCTCHCHHN CPOKA FOIHOCTH, HA3RAHME W

NPOHIBOAMTCNN {1a uu':'ummc). YCIODHA aapec HPCANPHATHA=TNPOHSBOAHTCA, |
| | XPXUHEHRA, «XPAHITE B HEIOCTYHNOM LIS JAeTel | TOBAPHEI RS HPEATIPHATIIN- |
| 1 MLuc'».«CTl‘PleIID» HUPOMIBOINTENR (U3 J3THHMIE)  VCIOBHSE |

! i d XPancHHs, «Xpmnrrh B HCIOCTVIIHOM L8 |

1 YRUILIBUOT: TOProBOe HaumeHoBavne | aerel sectely, «CTEPHIIBHO- 1

{ npenapata, (pyiinpesotnoe wansenosanue, | 2)  Bropummas  viawonkw,  Hoo paise |

| | HARAHHE H aiapec APCANPHATHS- | YVIIEKIIQ: roprosoe HABMEHOBaNe ‘

| | LHPOITIBOAHTENR, TORAPHLI 3HAK NPCANPHATHR- npenapara. PV HITHPOROHTGE ‘

| DPOIIBOIITEAR (13 AXTHRAIE), ICKUPCTBCHIYIO | HANMENOBAIIE,  TaaBaie 0 apec {

19 Iq:op.“_v. ROAHUECTHO  (PAAKONUE 8 YIHIKOBKE OPCRIPHATHA-IPONIBO TN, TOBUPHBIN |

(T0ABKO 118 NR4KH 3 (ULIKOHA), KOHUCUTPWNNG | INAK  IPCHIPHNTHA-NPOILRLIICIs  (Ha

0o, UL‘FbEM upn.'uupum B ML, COCTUR Ha 1 JRTHHIE ). :ICKEIP‘.‘“AC]HMH l’.)\l]\\(u.

" | MA NPEHBPaTa ¢ YRUSAHWCM HAMCHOBAHNEA 11 | KOMUSHTPAILN B MI/MI, O0LEM IPeHapaTa & |
| KOMHYECTBA B MO ICHCTBYIOWIN BCHICCTR W | M, COCTAB 613 | M OPenapaTa ¢ VEasdies
I | NEPSUHCACHHCM  BCHOMOPHTCNLHBIN  BCBICCT, | HAUMEHORAMIY B KOUDUECTBA & M 1
1‘ YCIORUS XpaHeniis, «XpaluTe B HEIOCTYIHOM | AeiCTOYIOUNIX BEICCTR 1t Oepesicieiien
| ana aereii mecte!n, «Cnocod npuMelenis: M, | BCTIOMOTUTCALHLX BCIICCTR,  YCAUIHY
MHCTPYRIIG o npsvenenino.y,  «llocae | xpunenis, «Xpainms s neloetymios s
| BCKPHITHA QITAROHA KUIH creayer |ojercit mecieln, «Crocod npuMeHen: oM.

HCHIOALILBATL B TeHEHHE 4-X HEACNLY, YOAOBHS | HHCTPYRIIGO N0 npusenenio.y, «[locne

OTIYCKA, nosmep PErICTPALHOMIONO | BCKPHITHX  diakoHa  sanam  caeayel

yaocrosepenns PO, cepus, JaT3a HCTEHMCHUR | HCHOALIORATH B Tenende  dox Heaiie, i
| i cpoka roanoctn, «CTEPHIIBHO», wrpux-kom, | yenouniy OTYCRE, HOMED
| | | dapM-Ko I BHYTPEHHIT KoL PErHCTPALHONHOIO  yaoCTORepeHns P,

| | Ha kaprounyio NAUKy MOTYT CEPHR, JLITH MCTEHEHUS CPOKA FOHOCTH,
| HAHOCHTHCH CPEACTBY  MACHTH(IHKAWHN «CTEPHIIBHOw, wrrpnx-xko, dapy-kod i |
| CHCTEMLI MOHHTOPHNTE ABIACUBA BHYTPCHIIN KoL

JICKAPCTHCHALIX  OperapaTos  {AByMepHbIi !

WIPHXOBOH KO 1 APYTIe),

0 Xpatienie Mpu remueparype  se  seune  25°C, w Coatteriver
OPUCHNATL IO VIIKORKE s
21 | Cposroanocru 3rona Coornercinyer
Konewnnil npenapat cooTserernyet ne-eovrpetestyer TpeSonaan HJIN-005375-270219, naw, Nel i
-4
]

Aupertop Koutpons Kavecrsa SlovogrTy Panyia l 11.11.2019




