121596, r. Mocksa, yi1. FopGyHoBa, J1. 2, cTp.3,
aTax 6, mom. II kom. 20-20A, Ten. +7(495) 269-00-39

IloaTBep:KIeHHE COOTBETCTBAA BBO3HUMOI0 JIeKapCTBEHHOI0 IIpeNnapaTa yCTaHOBJIEHHbIM
TpedoBanuaM Ne(108-09/12/19

Toproeoe HAHMEHOBAHHE Pymanon®

MesxnyHaponHoe HElTaTEHTOBaHHOE HAHMEHOBAHHE 'M10K03aMHHOTIHKAH-TIETITHAHBIN KOMILIEKC

(rpynnupoBOYHOE MIH XMMHYCCKOE)

JlexapcTBeHHasa GhopMa PACTBOD M1 BHYTPHUMBIIIEYHOTO BBEIEHHA

Jlo3upoBKa -

@dopma BHITYCKa pacTBOP JUIA BHYTPHMBIIIEYHOTO BBEICHHA

(ammyna) 1 max 10 (nlqua KapTOHHasA)

Howmep cepun (mapTu) 1920401

Q6neM cepun (MAPTHH) 26 596

JlaTa BEITyCKa 11.2019

I'ongen mo 11.2024

HaumeHOBaHHe H ampec mpoussoautens (¢ ykasamueM | IIpoussonmuTens (Bce CTa/HH NPOH3BOJCTBA):

CTaJHii IPOH3BOICTBA) K.O. Pompapm Komnann %.P.JI., PymbIaus/
S.C. Rompharm Company S.R.L., Romania,
1A Eroilor str., Otopeni, 075100, Ilfov,
Romania

Homep 1 gaTa perHcTpallMOHHOTO YAOCTOBEPCHHS P Ne001330/01 ot 22.07.2008

Homep H mata HOPMaTHBHOH JOKYMCHTALUH ®CII 42-0053-2031-01, HU3m. 1-6

HanMeHOBaHHE M apec JepiKaTeld PEerHCTpalHoHHOro | KommaHus ofHOro JiMia ¢ OrpaHHYCHHOH

yAOCTOBEPEHHA oTBeTcTBeHHOCTEIO «POBADAPM» (E0OOJ

«POBA®APM») Single-member limited
liability company «<ROBAPHARM»
(«(ROBAPHARM» EOOD

1618 Sofia, Sofia Region, Municipality
Metropolitan, Ovcha Kupe] District, 168 Tsar
Boris III str., Ap./office 34|

JlexapcreenHbiii npenapat Pymanon® pacTeop Aisl BHYTPHMbILIEYHOI0 BBEACHUA (ammyna) 1 mar x 10
1
(nayka KAPTOHHAS) COOTBETCTBYeT TpPeGOBaHHAM, YCTAHOBJICHHBIM TIPH €ro rocylapcTBCHHOH

perucTpanHHu.

3aBojcKoil IacIopT (cepTudUKAT aHamA3a KoHedHoro npenapara) Ne 1920401 or 11.11.2019 r.

Vnongomouennoe auio 000 «POMDPAPMAY

JIO/KHOCTB: 3aMECTHTENb FeHEPaNkHOro JMPEKTOpa
JloepennocTs Ne 6/H oT 11 Hos0ps 2019 T.
KonTtakTHeli Tenedon: 84952690039

DJIeKTPOHHAS MOYTA: v.dendeberya@rompharm.ru




EAMEHINRRECAY

J Tol: +4 {021) 3504640 3007780 300 781

Fax: +4 (021) 3504641, E-mail: office@rompharm.ro

~.,_ CUL RO 14399648, RC: J23/1321/2004

‘-\ 6.C. Rompharm Company S.R.L. - Romania, Iifov, 75100 Otopeni, Sir. Eroiior, Fr 1A

CeprHurar anamia KoHeuHoro npoayrTaNe 1920401

| Kon nokvmenra: CC-F-139

Mpenapar

PYMAJTOH® pactisop 11 BHYTPUMbBINEHHOTO BBe/tenns Ne 10

HIUHMCHOBAHIE (HPMBI-ITPOHIBOITEIR, TOPrOBoe
HAHMEHOBAHIIE NPENAPATA ¢ NPEAYNPE/TCIRHON
Mapriposkolt &, nexapcrsennyio Gopay,
IPYIIUPOHOYHOE HAMMEHOBIHHE, O0BLEM COICPARHMOrO
O/IHOM aMITy/ib] B M1, JATY H3MOTORICHHA, HOMEP CEPiH,
JaTy OKOHMAHMA CpOKa roanocTH. Ha ymikery asinysib
HAHOCHT FOJONPafiIecKoe HIOBPLATHIE, COACPRAULIS
TOProBOE HARMEHOBIHNG NPErAPaTs (Ha araniickoM
AIBIKE) € TPSIYIPEITETRHON MAPKIPOBKOH &,
JLOnONHITTEILHY, HENOCPE/ICTREHHO HA AMITYITY, RIAHOCKT
Genodi kepamireckoil

KPRCKO# TOProBOC HAIBAHIC NPCIKPATA.

2) Bropusinas yiasoska,

VEDRBAIOT:
HIMMCHOBAHKE NPEMIAPATA € NPEZYVTIPEAHTEBHOI

Tpon3IBOACTBENHAN Cepun 1920401
JaTa npoussoacrsa 11.2019
Tonen no 11.2024
Ne XapakTepucTHRy YeA0BHS A0NYCTHMOCTH PesyaurarTer
1 Onucanme I1pospaunsii pacreop ot GeAHO-KeETOrO ¢ TIpospadnsifi pacTsop 0T GNIGIHO-HEITOTO C
KODHYHCBATBIM OTTCHKOM UBCTA 0 KEATOBATO= KOPHYHEBATHIM OTTEHKOM LBETA J0 KEATOBATO-
; ROPHUHCBOIO UBCTA € 3anaxoM MeTiKpe3so/a KOPHYHEBOMO UBCTA ¢ JRMEXOM MCTAKpe301a
2 Hoxmnnoctn |, Monowwrenmnas  kavecTaesHas peakums  wa Cootnercrayer
IIHKQ3aMHHONTHKAHBI
Wi
PCAKUAA Hil [IHKOSAMHHOTITHKAHO-UCH THHLIH
komnnexe TCX: Pacnpenencnne nonoe npenapata,
OKPAIEHRBIX B KPACHO-QHONCTORBI LRET, NOIKHO Coorsercrsyct
COOTBETCTROBATHL PACHPEACACHHIO NOJIOC
CTaHAapTHOro o0pasiia pymMuIoHa,
2. HaeHTidukauss MeTakpesona.
Ha xpomatorpamse ncnbiTyemoro pactaopa (cM,
pa3zen "MeTaxpeson™) 10/bKCH HACHTH(HLNPOBATLEA
MUK, COOTBETCTBYIOULHIT 10 BPCMEHI YICPKHBAHHA
MUKY METAKPEIONL HA XPOMATOrpaMme
Ka11OpOBOUHOTO PACTBOPA.
3 [lpozpavnocTs [penapar nomkeH GuITh NPO3patHiIM TTpospaunnii
4 Lsctrocs Ipn Bainycxe we Gonce sranona RBSC Menee sranona RBSC
ITpu xpasenuu ve Gonee sranowa RRSC
s | pH Or6,51075 7.2
6 Mexaniueckie BRIKUCHIA JlonaeH cooTRETCTROBATH BuasimMeie oteyTerayror
7 Hosunaishnlii ofmenm Coorsercrayer Tpebonanisy 1.1
8 - | Cyxoil 0CTATOK 0155 10 7,5 Mr/sn 6,73
9 MeTtakpeson Jlomken Owite 0T 2,3 20 2,9 Mrvsu 2,50
10 | OGuudi asor Ot 0,42 110 0,56 M/ 0,47
1 3oma Or 1,40 no 1,90 mr/yn 1,43
12 TRACILIRE ME AR He Gosee 0,001 % < 0,001
13 | CrepuwishocTs Ilpenapar nosmken SLIThL CTCPHALHBIM Crepunen
14 BakTepHaibHLIE YHAOTOKCHHL! He jtoikno npessiwars 140 ED/vm < 140
15 TokcHuHoCTh Pacteop Pymanon He HMEET  naTONOrHMECKOi CoortsercTayer
TOKCHMHOCTH, €CIH YAORICTBOPHCT KPUTEPHSM TeCTd
i1 Cro [IOBTOpAM.
16 KonuyecTReHHOE onpesieneHue:
-coaepswanne  Al-nenmuioro
KOMILICKCa Or 2,25 mrvsea 10 3,0 mr/an 25
=NCHTHAROH PpuKiting
- FIHKOMAMHHOFITHKAHOB Or 0,74 mrima 1o 1,0 mriva 0,97
Ot 1,53 am/sma nio 2.07 v/t 1,70
17 Vnakosxa Tlo 1 mn smam 2 Mn B amMnyaax #3 CBETOUIMTHOIO [To 1 M1 B aMIy: X 113 CBETOAWHMTHOTO CTEKIA ¢
cteina ¢ Ceamm koaslom umnoma, Ha kaadtyio GenniM KoMbUOM IaToma, Ha KRyl amuyay
AMOYITY HAKICHBAIOT JTHKETRY. HOKACHBAIOT ITHKETKY.
ITo 5 amuyn B KOHTYPHOH S4CHKOBOH YNakoBKe W3 Mo § amiya 8 KORTYPHO#H wc%xouoii YIHAKORKC i3
IBX ¢ nokpurriem w3 [MT/13 donsrm. NBX ¢ nokpurriesm w3 NIT/AT donsrn.
To 1, wan 2, min 5 KOHTYPHBIX A4CHKOBBIX YIIBKOBOK Mo 2 kKoHTYpHbIX auciikosux ynukosok us I1BX smecte
u3 TIBX esMmecte ¢ MHCTPYRUMCH N0 NPHMEHEHHIO € HHCTPYKUMEL 0 NPUMEHEHILIO MOMEUAIOT B MauKy
MOMEUIOT B [3UKY KIPTOHHYIO. KAPTOHHVIO,
18 Mapruposka 1) Tlepnirman YlaKosKa Jexapcr o 1) MNepmirman ynakopka JIeKapersennoro
npenapara. fpenapara.

HAHMCHOBAHNE (PHPMBI-IPOHIBOIIITENA, TOProsne
HANMCHOBAHIIE NPCNapaTa ¢ NpejynpeIHTeLHON
MApKHpOBKOIt R, JICKAPCTBEHHYIO HOPMY, IPYIITIPOBORHOS
HAHMEHOBAHNHE, O0bEM COICPARHMOIO QHOI AMITYIIR! B M,
ZUITY WITOTORICHIGH, HOMCP CCPISH, JATY OROHMAHMH CPOKa
roaHOCTH. Ha STURCTKY AMITY/IBE HAHOCKT roforpauveckoe
H300PIREHHE, COUEPAALLICE TOPIOBOS HAHMEHOBAHME
npenapata (Ha GHITHBCKOM AILIKES) ¢ NPeIyNPEITE L HOM
Mapriposkoil &, J1ononuimesto, HenocpecIe o ny
AMITYITY, HAHOCHT Belloit KepaMIMIeckoll KPackoit Toprosoe

HA3BAHIE Mpenapata.
2) Bropuynas ynanoska.

2 110/ ! b 3 [T/
HAHMEHOBAHHE Npeniapati ¢ npefty

Mapkiporkoii® (;yGrmpyior Ha a




Cealal A AR <&\

F

Tel: +4 (021) 350 46 40: 300 77 80; 300 77 81
Fax: +4 (021) 3504841, E-mail: office@rompharm.ro

™
. CUl: RO 14300646, RC: J23/1321/2004

$.C. Rompharm Company-S.R L. - Romania, lifov, 75100 Otopen, Str. Eroilor Nr. 1A,

CepTudnrar aHaIN3a ROKesnoro upogviTaNe 1920401

| Koz zoxymenta: CC-F-139

Mpenapar PYMAJIOH® pacTBOp 138 BIYTPHMBIIEYHOTO BRE1eHIS No 10
|_[lpon3BojcToentuan cepus 1920401

JlaTa upouinoacrna 11.2019

Toiten j10 11.2024

Ne Xapuxrepnernra

YCA0BHA A0AYCTHMOCTH

Peayabrarer

MAPKIPORKOIE (rySmpytor ua anrmiickoM xsbise),
TOBAPHBIH 3HAK (HPMBI-NPOMIBOTEN (HA AHCIHEICKOM
A3blke), ncKapcrecHity1o Gopmy (ayGaupyior Ha
AHrTTICKOM S3BIKE).

HAHMCHOBAHKC H CTPaHY (MMPMbI-RIAIENbIE
PErHCTPAIHONHOND YAOCTOBCPEHIA («<EOOL
WPOBADAPMy, PecnyBmuka bonrapisy), HanMeHosaHe
W CIPARY NPE/UPHATIHS-IIOTOBI TSN, TOBAPHLI 3HAK
NPEANPUATHA-HITOTODHTEIA (HIl AHIIHIICKONM XIbIKE),
TOPIOBOC HAMMCHOBAHIE IIPCIAPATA C TPE/LYTIPE I e ALHOI
MapkHpoBKOTT & (yGimpyioT Ha aHITHIICKOM H3LIKE)
(20NOIHUTEIILHO MOKPLITO JKAKOM), IEKAPCTBERHYIO (hOpMY
(ay6ampy1oT Ba GHEAITICKOM A3BIKE), [PYIHIHPOBOMHOC
HAHMEHOBAHIE (yG.MPYIOT HA AHITBHiCKOM MkIKe), OOBEM
AMITYII6E B MHLBEIHTPRX (1yGaHpyloT Ha anrndickoM
ABBIKE), ROMGHECTRO AMITYH B YIaKoske (y&mpyior Ha
anrmifickoM sabike), «Crepim.po.» (gydapyior na
QHIITICKOM S3bIKE), XPAHHTD B HENIOCTYTIHOM JUIA feTeii
MECTC, GOpMY BBITYCKS («anMilyIbin) (yTmpyior Ha
AHITIIICKOM R3LIKE), COCO6 MPUMCHEHILR
(«BrYTPHMBILICTHO.Y, «ClIOCOB MPHMEHERIS: CM,
HHCTPYKLUSIO 110 [IPHMCHEHHIO.N), YCIOBHA XPAHCHHS,
YCIORIHA OTIYCKA, PErHCTPRUHOMHLLL HOMEP, HOMED cepii,
A8TY HIFOTORNCHHA (TOILKO HY MAKETAX 6¢3 ABYMEPHLIN
LIIPHXOBOMN KOZ H JPYTHE CPEICTRA WICHTHOHKALLIA
CHCTCMBI MOHITOPHHID JIBHACHIA JICKAPCTECHHLIN
1PENapaToB), KATY OKOHYAHNH CPOKA NOAHOCTH, LITPHX-KOLL,
BHYTPCHHHH Ko/l apMakos.

Honomiimesno 1a KAPTORHYIO 114Ky HEHOCHT
rasiorpaduseckoe 0GPAKSHIE, COCPHAILLICE TOBAPHBL
SHAK (HPMBI-NPOMIBOIITENS { HA MHITHICKOM S3blke),
TOPIOBOC HAMCHOBAHNE [IPCIAPITA ¢ NPCIYTPCIHTCALHOR
sapiuposkoli ® (Ha anrmidickom sasike), inoGpwkenne
JBYX MITYJL, 8 TUKGKE MOFYT HAHOCHTLER CPEICTBA

HACH THOHKAUHH CHCTEMbI MOHHTOPITHIA JIBIRCHUS
JICRUPCTBEHHLIX NPENAPATOB (MBYMCPHLL ITPHXOBOH KO
W IpyTHe).

TOBAPHLIT SHLK (GHPMbIIPQINEOTATENS (HA AHIMTICKOM
SIIKE), JICKAPCTBEHHYIO opMY (TyBanpytor Ha
AHIIIHHICKOM RIBIKE).
“n 0avEe IEDJ DHH! ""! Hi DYCCKDM N3bIKE 1]..!‘” BHOT
HUMCHOBIHHCE H CTPAHY QHPMEI-BIALC/BUA
PerHCTPALIHONHOrO yaocTosepeniss («EOO/]
«POBADAPM», Pecny@umka Boaraphsn), HIMMEHOBIHHE i
CTPaHY IPCTPHATHR-HITOTORHTEA, TOBUPHBIT HAK
NPCITIPHATHA-HITOTOBHTENS ( Hil HITIHIICKOM S3LIKE b
TOPIOBOE HAHMCHOBAHIE IPLNIAPAT ¢ (PEAYIIPEIHTELHOI
MAPRHPOBKOH & (JyO/ipy10T Ha AHTIHIICKOM Aibike)
(IOTIOTHHTRIBHO [TOKPRITO JEKOA), SICKIPCTHERHYIO GOpay
(yGPYIOT Hit AHITTITCKOM SILIKE), PPYIIHPOBOMHOS
HAHMECHOBAHNE (yGIMpyIoT Hil AHITHACKOM RIBIKE), 00best
aMIY1B] B MICUDLIHTPAX (AyOIHIpyIoT Ha aurmiickom
A3LIKE), KOMHYECTBO AMITYA B YHAKOBKE (1yGanpylor Ha
BHIIIICKOM T36IKE), «CTEpHALHO.» (TyEmIpyroT Ha
QHIAMTCKOM A36IKC ), « XPUHHTY B HCAOCTYHHOM LD JICICH
MecTe., GopMy BLITYCKA («aMiyiibin) (1yumyior na
AHTTIMHCKOM S3bIKE), €NOCOB NPHMSHEHHS
(«BHympMMbitesHo.m, «Cnocol NpiMeHeHNs: o,
HHCTPYKIUIO [10 HPHMCHCHHIO, ), YCTIOBHA XPAHCHNA,
YCITOBHS OTMYCKI, PEMICTPAUMOHHLIT HOMEP, HOMEp Cepiti,
ATy HIOTORNCHIIN, JIATY OKOHYIHHR CPOKA MOAHOCTH,
LITPHX-KOL, BHYTPEHHIE KoL dluprakon,

HOIONHATENLHO HA KAPTOHHYIO NAYKY HAHOCHT
FOJIONPAPHUSCKOE HIODPANRCHIE, COICPARANICE TOBAPHLIN
FHAK PHPAII-TPOIIBOIITENS (HA AHITHICKOM HIBIKE),
TOProBOS HAHMEHORIHHEC NPENAPaTA ¢ NMPETYTIPEIHTETLHON
MAPKHPOBKOI & (Ha aHIHTICKOM SLIKE ). HIOODILREHIE
ABYX aviny,

19 XpaHecHue

[lpu Testieparvpe ve shitne 25 °C B MIUHUICHHOM OT CBETA MeCTe

20 Cpok rogHocrH

5 ner

Konewuntii npoayst coornercrnyet/ne-covrnerernyer TpeSosarias OCI1 42-0053-2031-01, Ham. Nel-6,

3un, Koutpoas Kasecrsa

| Jlorodnry Pwiyka

11.11.2019




