:

SR TARD NEIARY)

121596, r. Mocksa, ya. I'opOynasa, A. 2, cTp.3,
sta 6, mom. II kom. 20-20A, Teq. +7(495) 269-00-39

IloaTBepKAeHHE COOTBETCTBHS BBOZHMOTO JIEKAPCTBEHHOr0 IPenapaTa ycTaHOBJIeHHbIM
TpeboBanuam Ne0241-27/03/20 ‘

Toprosoe HaUMEHOBaHHE Pymanon®

Me:x1yHapoaHOE HENATEHTOBAHHOE HAWMECHOBAHHE I'IHK03aMHHOIIMKAH-TIENTHIHBIA KOMIUICKC

(rpynNMpOBOYHOE HJIH XHMHIECKOE)

JlexapcTeeHHas hopma DACTBOP ZUIsl BHYTPMMEIIIEYHOTO BBEICHHAS

JlosupoBka 2 l

dopma BRIIyCKa pacTBOp AN BHy"rpHMLImcqnorO: BBecHHA (amiryna) 1
M1 X 25 (mayka KapToHHAs)

Homep cepun (mapThH) 2003571

O6BeM cepud (MapTHH)/HOMEP MHBONHCA, AaTa 10 669/ uasoiic 0000006979 ot 27.03.2020

JlaTa BEIDYCKA 03.2020 |

l'onen no 03.2025

OKII12 /TH BOJL 21.20.10.229/3004 90 000 2

HamMeHoBaHHe M azpec npowssogurens (¢ ykasanueM | IIpomssomurens (BCe cTamu npo 3BOJCTBA):

CTaJHii TPOU3BOJICTBA) K.O. Pomtpapm Komnanu C.P.JL, Pymemns/

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

Homep ¥ naTa perHCTpalHOHHOI0 YAOCTOBEPEHHA PNe001330/01 ot 22.07.2008
Homep ¥ J1aTa HOpPMAaTHBHON IOKYMCHTALMH ®CIT 42-0053-2031-01, uzm. Nel-6
HauMeHOBAaHME M apec Jepyarens perrcTpanuonHoro | KommnaHus oqHOro aana c OTpaHHYCHHOM
YOCTOBEPEHHS oteercTBeHHOCTHI0 «POBADAPM» (EOO

«POBA®APM») Single-member limited liability
company «ROBAPHARM» («(ROBAPHARM» EOOD)
1618 Sofia, Sofia Region, Municipality Metropolitan,
Ovcha Kupel District, 168 Tsar Boris III str., Ap./office
34

I[ToaTBEp/KAEHHE COOTBETCTBHA BBIIAHO HA OCHOBAHHH!
1.3aBOACKOTrO MACTIOPTa NPOK3BOAHTENA (cepTHdHKaTa aHAH3a KOHETHOr0 npenapara) Ne 2003571 ot 27.03.2020r.
2 Ilporoxona ucnsiranuii NeTII- 411 ot 24.04.2020 r. (Beigan ®TBY «IKKJICuMI»)

3akn0uenne; JeKapcTBeHHbI npenapar «PymanoH® pacTBop Il BHYTPHMBILIECYHOIO BBCACHHMIA
(ammyna) 1 ma X 25 (madka KapTOHHasdA)», CepHH 2003571, naprast 10 669 ym., COOTBeTCTBYET
TpeGOBaHHAM, YCTAHOBJIEHHBLIM NPH €ro rocyaapersennoii perncrpanun (OCII 42- 0053-2031-01, n3m.

Nel-6).

|

JlaTa BRIOAYH MONTBEPKACHHA: 16.06.2020 .

Vnongomouernoe muno 000 «POMPAPMA»

JIOMKHOCTB: 3a8MEeCTHTE b TCHEPAIBHOr0 AMPEKTOPa
Tlosepennocts Ne 6/1 ot 29 HoaGpa 2019 1.
KouraxTHsri Tenedon: 84952690039

nexrponHas noura: v.dendeberya@rompharm.ru
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i Tel: +4 {021) 350 46 40; 300 77 B0; 300 77 81

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

CUI RO 14389646, RC: J23/1321/2004

‘“\\ $.C. Rompharm Company S.R L. - Romania, Ifiov, 75100 Otapeni, Str. Eroilor,

CepTuduKaT aH/IM3A KOlEYHOr0 upoaykTa Ne 2003571

| Kon noxymenra: CQ-F-1

Mpenapat PYMAJIOH® pacrsop /1/is BHYTPHMbINEYHOTO beenenun Ny 25
TMpon3socTeennas cepusl 2003571
Jlara npoK3BOACTBA 03.2020
CpoOK rojiHocTH 03.2025 ‘
N XaparkTepucTHKa Venosust J0NYCTHMOCTH Pe:wrwam
1 | Omucanne [Tpoapasnetii pacTsop OT blIe/HO-KETToro ¢ [Ipospauubiii pacTeop O GIEHO-KEITOrO ¢
KOPHYHEBATLIM OTTEHKOM 11BETd 10 3KeAToBaTo- KOPHYHEBATRIM DTTEHK(M LIBETA JI0 KEATOBATO-
KOPHYHCBOIO 1IBETA € 3a11aXoM METAKPE30aa KOPHYHCBOTO IIBCTA C 341TaXoM METAKpE30a
2 | NommuKocTh 1. MonoxuTenbkas KavuecTheHHas peakuus Ha | COOTBCTCTBYCT
FTHKO3aMHROTTHKaHb!
HIH
peaKuus Ha MIHKO3AMUHOTTHKAHO-NeNTH Mk
kommiexe TCX: Pacnpenenenne nonoc npenapara,
OKAIIICHHBIX B KPacHO-(HoeTOBLIE HBeT, Cootaererayer
JIOKHO COOTBETCTBOBATE PACPENIEICHHIO N10O10C
CTaHaapTHOro oGpasia pyMaioHa. ‘
2. MneuTH(HKAUHS METaKkpe3ona. ‘
Ha xpoMaTorpamMMe HCIBITYEMOTo PAcTROpA (CM.
paznea "MeTakpe3on”) A0KeH
HICHTU(HUAPOBATECA MHK, COOTBCTCTBYHOLLIH MO
BPEMCHH YREPAHBANKA NHKY METAKPE30/a HA
XPOMATOrpaMMe KainGpoBouHOTO pacTBopa
3 | Nlpospaunocthb INpenapar nomxen ObITh MPO3pauHBIM Tlpospaunsii
4 | LiBeTHOCTH Tpn Buimycke e Gonee otanona RBSC Memee sranona RBSC.
TIpu xpaneruy He Gonee sranona RRSC
5 |pH Or65m075 7.4
6 Mexanutieckie BRTIOUEHHS JomkeH COOTBETCTBOBATL BuanMmbie OTCYTCTBYIOT
7 HoMuHaTEHbIH 00BeM CooTBETCTRYET TPeOOBAHAM 1,1
8 | Cyxoii ocTaToK Or 5.5 10 7.5 Mr/ma 6,73
9 | Meraxpeson Homken 6uiTh 07 2,3 20 2,9 Mr/MA 2
10| OGumit asot Or 0,42 510 0.56 Mr/sa 0.48
11 | 3ona Ot 1,40 110 1,90 mr/mi 1,43
12 | Tsxennble MeTaUibl He Gonee 0,001 % < 0,001
13 | CrepuabHocTh Tpenapat aomkeH GbITh CTEPHIBHBIM Crepuien
14 | bakTepHATbHbIC He nomikHo npessiwats 140 E3/Mn <140
IHIAOTOKCHHbB
15 | TokCHYHOCTE Pactsop Pymanon He wnmeer NATONOTHIECKOH CooTBeTCTBYET
TOKCHYHOCTH, €C/IH YAOBNETBOPACT KPHTCPHIAM
TECTd H €ro MOBTOpaM.
16 | KonnuecTeeHHOE
ONpeacICHHE:
-COJIepHaHHE TAl- | Ot12,25 mr/ma no 3,0 Mr/Ma 2,65
NENTIHOTO KOMIIEKCa
-nenTaHo# dpakiuHH Ot 0,74 mr/sia no 1,0 mr/va 0,82
- FAMKO3AMHHOIHKAHOB Or 1,53 mr/swt no 2,07 mr/si 1,83 |
17 | Ynakoska ITo 1| ma wad 2 MJI B aMITyJlaX H3 CBETO3AUIMTHOro TIo | M7 B AMAYaX H3 CRETO3AMMTHONO CTEKIA
cTeknma ¢ GenblM KodbioM ismoma. Ha xawayio ¢ BeribIM KorbitoM HadoMa. Ha kaxayro aMmmy.my
aMITY;Ty HOKJICHBAKIT HTHKETKY. HAKJICHBAIOT ITHKETKY.
TIo 5 amnyn B KoHTYpHOI AueHKoBOl YNakoBKe U3 Tlo 5 aMmy B KOHTypHoli sueiikosoil ynakoske
[IBX ¢ nokpuiriem 13 [IDT/TIS donsra. w3 TIBX ¢ noxperruenm w3 TIDT/IID donwri.
IMo |, WK 2, WIH 5 KOHTYPHBIX SHCHKOBBIX Tlo 5 KORTYpPHbIX ¥ueitkasbix ynakosok 13 [IBX
ynakosox u3 [IBX Bmecte ¢ HHCTpyKuHel 1o BMECTE C HHCTpYKILHEii 0 NpHMEHEHHIQ
TpHMEHEH}I0 TIOMEILAIOT B NAYKY KaPTOHHYIO. NOMELIAKT B Na4Ky KapTOHHYH.
18 | Mapkuposka 1§)] [epBHuuas YNAKOBKA JIEKAPCTBEHIOND 1) TepBuynas y JAKOBKA JIEKAPCTBEHHOIO

upenapmw

uaumxonaaue q’upmm-npumwnmem mprosoe
HaHMCHOBAHHE NpenapaTa ¢ MpeyNpeHTeLHON
MapkHpoBKofi ®, JICKapCTBEHHYIO GOpMY,
I[PYTINHPOBOMHOE HANMCHOBAHHE, OGbEM
COMICPHHMOTO OO AMITYTILT B MJI, JIATY
H3MOTOBICHHA, HOMEpP CEPITH, JIATY OKOHYaHHA cpoka
romsocTd. Ha THKETKY aMIy/ibl HAROCAT

CONEPHIUMOTO om-tuﬂ am
H3TOTOBJEHHS, HOMEP Ce

Vi _. &rM‘-'I. me
i, Jary OKOHYAHIL. cp‘oﬂ
51.5! HaHOCST‘ AL LT
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i Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81
| Fax: +4 (021) 3504841. E-mail: office@rompharm.ro

CUL: RO 14309846, RC: J23/1321/2004

\ §.C. Rompharm Company S.R.L. - Romanla, lifov, 75100 Otopeni, Str. Erollor, Nr, 1A.

Ceprnnkar anajn3a Koneunoro upoayxra Ne 2003571

| Koa noxymenta: CC-F-139

Ipenapar PYMAJOH® pacTBop A BHYTPHMLILIEYHOro BBeIeHns Ne 25
Ipon3sojcTeennas cepus 2003571
JlaTa npoussoacrea 03.2020
Cpox rotHOCTH 03.2025

Ne Xapakrepuernka

Ycaosun ACHYCTHMOCTH

PeayibraThl

ro/10rpadiieckoe H300pAKEHHE, CoCpRatiee
TOProBOe HAHMEHORAHNC NpenapaTa (Ha aHITHICKOM
A3BIKE) ¢ NPCAYNPCAMTEAHON MapkupoBKoil &),
JlonomumrensHo, HENOCPE/ICTRSHHO Ha AMTTY.TY,
HaHocAT Genoif kepaMHyeckoii
KPACKO#H TOProsoe HasBaHHE NPenapara.

2) Bropuunas yIlaKoBxa.
/112 w: KOM
YRASBIBIOT:

HAHMCHOBAHHE NPENapaTa ¢ NpeynpeHTeILHOH
MapKHpoBKoH® (XyGmHpyioT Ha aHrIHICKOM A3BIKE),
TOBAPHBIH 3HAK PHPMBLI-IPOHIBORHTE (HA
AHITHIICKOM AI3BIKE), IEKAPCTREHHYIO dopMy
(/1yGIHpYIOT Ha AHITTHHCKOM A3IKE).

Hd NAYKE KAPDTOHHO . A3b]
HAHMEHOBaHHE H CTpaHy hHPMbI-BIaZenbI
PErHCTPALIMOHHOIO YiocToBepeHis («EOO
«POBA®APM», PeciyGrimka Borrapuan),
HAHMCHOBANHE M CTPaHY TIPCNPHATHA-HITOTOBHTE/A,
TOBAPHLIH 3HAK MPEANPHATHA-W3TOTOBHTENA (Ha
anraiicoM A3LIKE), TOProboOe HAHMCHOBAHHE
npenapata ¢ npezynpeHTesHoil MapKuposKoit &
{yGrHpyIOT Ha AHMIMICKOM A3bIKE) (IONOMHUTE/IBHO
TIOKPLITO TIAKOM), JleKapcTBerHyo diopuy (iyGmipyior
HA QHTTHICKOM A3BIKE), TPYTITHPOBOHOE
HaHMEHOBAHHE (LyOMHPYIOT Ha AHTTTHICKOM S3BIKE),
oOBEM aMmysl B MIITHANTPaX, (RyGnHpyloT Ha
AHFMHCKOM R3BIKE), KOJMYECTBO AMITY/1 B YTIAKOBKE
(myGmupyoT Ha aHricKoM H3bke), «CTEPHIBHO.N
(/yGAHpYIOT Ha AHIMIHACKOM A3bIKe), « XpaHHTL B
HE/IOCTYITHOM JUTA ICTEH MeCTe.», opMy BhITYCKa
(«aMmynLIy) (TyGIHpYIOT Ha aHTHFCKOM S3BIKE),
cnocol npuMencHiA («BHYTPHMBIICUHO.», «Cnocol
NPHMEHCHIA; CM, HHCTPYKILEO TI0 NPHMCHCHIION),
YCTIOBHS XPAHCHNA, YCIOBHA OTILYCKA,
PETHCTPAITIORHBIN HOMEP, HOMEP CCpHH, MaTY
HIrOTORJICHHS (TO/BKO HA MAKeTax 6¢3 ABYMEpHBIH
WITPHXOBOH KOA H APYTHE CPEACTES HACHTHHKAHH
CHCTEMB! MOHHTOPIHIA JIBIDKEHHS JICKAPCTBCHHBIX
NPCNapaToB), AATY OKOHYAHHA CPOKa MOHOCTH,
LLITPHX-KO, BHYTpEHHHI KoJ1, apmaxoz.
JIONOIHHTEALHO Ha KAPTOHHYO NAYKY HAHOCHT
ronorpadieckoe HIO0pKEHHE, CoNCpIKalIee

bIR¢ YKA3bIBAK)

KO

ToBApHBIH 3HAK (PHPMBI-TPOHIBOIITENA (Ha

AHTIIHIICKOM A3LIKE), TOPrOBO¢ HANMEHOBAHHE
npenapaTa ¢ NpeIyTPCAKTENbHOIN Mapkipokkoii ® (Ha
QHIHHCKOM S3bIKE), H300pLAKCHHE

JBYX MY, @ TAKWKE MOIYT HAHOCHTBCA CPE/CTBa
WICHTH(HKAIMH CHCTEMBI  MOHMTOPHHTA JIBIDKCHHA
NIEKAPCTBEHHBIX TPENAPATOB (BYMEPHbIA LITPHXOBOM
KO 1 JAPYTHE).

ronorpaiteckoe H3o0paKeHNE, co/iepralliee
TOPIUBOC HAHMCHOBUHHE [MPenapara (Ha aHrTHicKOM
S3BIKE) C NpeynpesurmebHoit Mapxiporkoil &.
JononHurresHo, HenocpeACTBEHHO HA aMITy Ty,
HaHocHT Henol KepaMiy i Kpackoii Toprosoe
HasBaHHE Npenapara.
2) Bropuunas yuakoska.
oK maiatey
H3bIKE VKAIbIBAIOT:
HAUMCHOBAHHE NPENApaTa ¢ NPEAYNPEHTCILHOT
Mapkiposkoi® (AySanpyroT Ha arrTHiicKOM A3bIKE),
TOBAPHBIH 3HAK GHPMLTPOHIBOUTEA (Ha
AHIVIHHCKOM S3BIKE), TIC 1o hopmy
(myGHpyIOT Ha QHIHIICKDM A3BIKE).

Ha nauie kapToHROI HA DYCCKOM S3bIKE YRAILIBAIOT:

HAMMEHOBAHHE H CTpaHy (PHPMBI-BIANEILIA
PEFHCTPAIHOHHOTO YocTosepeHit («EOO/

«POBADAPM», Pecrrytn
HAHMEHOBAHHE H CTPAHY I
WIrOTOBUTENS, TOBAPHAbII

Hika Bonrapha»),
IPe/IMPHATHA-
SHAK MPEJITPHSITHS-

HAHMCHOBAHNG TIPCTIRPAT:

€ NpCAYIPEINTEIBHOM

H3IrOTOBHTENA (Ha anrmtﬁi‘xum HA3BIKE), TOPIOBOE

Mapkrposkoit ® (ZyGnHpyoT Ka aHr/IHACKOM A3bIKC)
(ROMIOMHHTEILHO MOKPLITO JIAKOM ), JICKAPCTBCHHYTO
opay (ayGanpy1oT Ha aHIIHIICKOM A3LIKE),

TPYIITHPOBOHHOE HAHMEHOBAHHE (TyOmipytoT na
SHTITHFICKOM A3LIKE), O0hEM aMITY/bI B MILUTHIHTPAX

(TyGTHPYIOT HO BHITTHIACKOM FIBIKE), KOMTCCTRO
aMITy:1 B yNakoske (TySaupyioT Ha aHITHICKOM
A3bIKe), «CTEPIITBHO.» (IyDMHPYIOT Ha AHTIMACKOM
s3bIKe), «XPAHHTL B HEIOCTYTIHOM JUIA neTel
secte», GOpPMY BITYCKa («@MITy Ibin ) ClyGaHpyoT
Ha QHITTMACKOM M3bIKe), Crnocol NpHMeHeHHs
(«BryTpHMBITIEYHO.», «CHOCOD IIPHMEHEHISE CM.
HHCTPYKIIHIO 1O MPHMCHCHUIO.»), YCIORKA
XPAHEHHA, YCI0BHA OTTYCKI, PCrHCTPAIHOHHBI
HOMep, HOMEp Cepitil, AaTY|HITOTORICHHA, ATy
OKOHYaHHA CPOKA NO/H IITPHX-KOIL
BHYTpeHHHI KoJI, apmak
JonoaxuTebHO Ha xcap'mq’:}mo NasKy HAHOCAT
roforpaiueckoe H300pageHRe, Coacpiullee
TOBAPHLI 3HaK QHPMBI-NPOHIBOAHTENS (Ha
AHIHICKOM A3LIKE), TOProOBO¢ HAHMEHOBAHHE
Tpenapara ¢ NpeIynpeanTebHoM Mapkuposkoil ®
(Ha AHrTTHHCKOM A3BIKE), mPGpamemlc ZABYX GMITYIL

19 | Xpaueuue

Tpu Temneparype He Bhime 25 *C B 3aUMMINCHHOM OT ¢BETa MECTe

20 | Cpok romHocTH

5 ner

KOHEUHEL! NPOIYKT COOTBETCTRYET/He-e06+BeFernyeF TPEOOBAHIAM MCTI 42-0053-2031-01, Pam. Nel-6,

3ag. Kourpoas Kauecrsa

| Jorogary Panyka

27.03.2020




