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IlonTBepmeHue COOTBETCTBHA BBO3HMOI0 JIEKAPCTBEHHOI0 IIpenapara yC']i'aHOBJ'IEHHblM

TpeGoBannam Ne0230-27/03/20

Topropoe HaHMEHOBaHHE

BAKTABHUT

MexayHapoiHOE HENaTeHTOBAHHOE HAHMEHOBAHHE
(rpynnMpOBOYHOE HIM XMMHYECKOE)

[TuxnokcuouH
|

JlexapcTeeHHas hopMa

Kannu riazHeie

Jl03MpoBKa

0.5 Mr/Ma

@opma BHIITyCKa

Kar rasseie 0.5 mr/mn (prakon-kanensHuna) 10 ma
x1 (mauka KapTOHHAas)

Homep cepHH (napTHH) . 2005481

O6neM cepur (NapTHH) 18 235/ urBoiic 0000006979 ot 27.03.2020
JlaTa BEITYCKa 03.2020

T'omen oo 03.2022

OKIIZ2 /TH B 21.20.10.261/3004 50 000 2

HauMmeHoBaHHE H aJipec TPOH3BOAUTENA (C YKa3aHHEM
CTaJHi MPOH3BOJCTBA)

IIpoH3BOACTBO TOTOBOH JICKAPCTBEHHON HOPMBI:
K.O. Pompapm Komnanu C.P.JL., Pymeiams/
S.C. Rompharm Company S.R.L.; Romania, 1A Eroilor
str., Otopeni, 075100, Ilfov ;

IMTepBuyHad yNakoBKA:
K.O. Pomdapm Komniann C.P.JL., Pymeimus/

S.C. Rompharm Company S.R. L Romania, 1A Eroilor
str., Otopeni, 075 100 Ilfov ;

Bropuunasn ynaxomc

K.O. Pompapm Komnanu C.P.JI., Pymbiaus/

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

[TponssoauTeEns (Bbmycrcalonmﬁ OHTpPOJIb Ka4ecTBa):
K.O. Pompapm Komnanu C.P.JI., Pymbiaus/

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

HoMmep ¥ naTa perHCTPalMOHHOrO YAOCTOBEPEHHA

JITI-004386 ot 24.07.2017

Homep ¥ 1ata HOpMaTHBHOH JOKYMEHTaLMH

JII1-004386-240717, H3m. Nel

HanmenoBauune H azpec JepsKaTessa
PErHCTPALIHOHHOIO YI0CTOBEPEHUA

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

HOHTBCP}KJICHH@ COOTBETCTBHA BBIJIAHO HA OCHOBAHHH!

1.3aBOICKOTO MACMOPTA NPOH3BOAUTENA (CEPTH(HKATA aHAIN3a KOHEYHOI0 npenapaTa) Ne 2005481 ot

26.03.2020.

2 IIpotoxona ucnsitauuii NeTI1-401 ot 23.04.2020 r. (BbIaH OI'EY «I.IKKJICHMI/I»)

3axka4yeHne:

nexapcrBennbiii npemapar «BAKTABHUT xamun maanue 0.5

mr/mMa  (¢rakon-

kanenpuuna) 10 ma x1 (mauka kaproHHas)» cepuu 2005481, nap’rnn 18 235 ym., COOTBETCTBYET
TpeGOBAHHAM, YCTAaHOBJIECHHBLIM NpPH €ro rocynapcTeennoii permcrpamun (HI JITI 004386-240717,

Hzm.Ne 1).

JlaTa BELIauM noxTBepkacHuA: 16.06.2020 .

Vnongomouennoe guno 000 «kPOMPAPMAY

JI0JDKHOCTB: 3aMECTHTE/Ib TeHCPaJlbHOTO ANPCKTOpa
Jloepennocts Ne 6/u ot 29 HosGpa 2019r.
KonrakTHbI# TenedoH: 84952690039

SnexrpoHHag noyra: v.dendeberya@rompharm.ru
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Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81 §.C. Rompharm Company S.R L. - Romania, llov, 75100 Otopeni, Str. Erallor, N, 1A,
’ Fax: +4 (021) 3504641, E-mail: office@rompham.ro \ CUL RO 14399646, RC: J23/1321/2004
CepTHHKaT aHAIN3 KOHEYHOT0 npenapata Ne 2005481 Koa dopmynspa: CC-PelibCA- —’
1431 Fl ed.] rev. D
Mpenapar BaKTaBuT, Kamiu raasusie 0,5 Mr/s
Cepus 2005481
ATa NPOH3BOACTBA 03.2020
Tonen 1o 03.2022
N XapakrepucTurn Jonycrumsie yeaosus PesyasTarsl
1 | Onucanue Mpospaunsli  GecuseTHH  wny |
CIIerka KenTosarhli pacteop Coorsetcrayer
2 INoaanuHocTh Ha xpomarorpamme ucmbiTyemoro
-[THKAOKCHANKA ANrHAPOXAOPHA PacTBOpa  BpEMA  YACPMKHBAHUA
OCHOBHOI'O nuKa JQIHKHO
COOTBETCTBOBATH BPEMEHU Coosercrayer
YACPHKHBAHKA NHKA NHKNOKCHAHHA
JUTHAPOXI0pHIa Ha
XpoMaTorpamme CTAHAIPTHOrO
pacteopa
3 | Ipo3paunocTr Ilpenapar ZOIKEH OBITH
S CoorsetcTayer
4 IBeTnocTn IMpenapar AOIXKECH ObITh
OecusetHbiM  nmM  BBLACPKHMBATH CooTBeTCTBYET
CPaBHEHHE ¢ 3TanoHoM Y.
5 pH Or 3,5 10 6,5 5,0
6 OTHOCHTE/ILHAS NIOTHOCTD Or 1,007 g0 1,027 1,022
7 | OcMoasabHoCTS Ot 270 a0 330 MOcMosB/KT 305
8 Mexannveckne BRIKYEHNA OTcyTCTBHE BUAMMBIX YaCTHL CootBercTyer
9 | HDocropounue npuMecH IMpumecs | - He Gonee 0,30 % 0,11
[pumecs 2 — ue Gonee 0,30 % 0,14
Jwbas  memsenTnduuuposanHas 0,08
npuMeck - He Gonee 2,5 %
Cymma npameceit - 5,0 % 0,33
10 | M3Bnexaemsiii ofbem He menee HoMunansHoro CootsercTayer
11 | CrepuabHocTb PacTBop 10mkeH GbITh CTEPHILHBIM CooTBeTcTBYeT
12 | KoawvecTseHnHoe onpeneneHue Or 0475 1o 0,550  wmr
~NAKTOKCHIANHA AUTHAPOXIOPHAA NHKIOKCHAHHA JHTHAPOXTOPHAA B | | 0,535
MJI npenapata |
13 | ¥YnakoBka Mo 10 mn npenapata noMewwaoT B 10 Ma npenapara noMemaror s
Npo3payHblii nonuMepHslil Gpnaxon- MPO3PAYHALH OMHMEpPHRIH
KanenpHHIYy BMECTHMOCTBI0 10 M | dhnaxon-kanesuniy
3aKPBITHIH NOJMMEPHOM KPWILIKOH ¢ | BMeCTHMOCTbIO 10 M 3aKpAITHIii
peAOXpaHuTeabHBIM KoabLoM. [To | nomumepHOH kpbimkoii ¢
OAHOMY (IAKOHY-KANENEHHILE NPCAOXPAHHTEAEHLIM KONBIIOM.
BMECTE C HHCTPYKUHOI1 ro OauH (naxourkanensHULa BMecTe
NPHMCHCHHIO NOMCLIAKOT B C H.HCTPYKLU'ICP! no NPHMCHEHHKO
KapTOHHYIO NAYKY. NOMELIAIOT B KAPTOHHYIO AYKY.
14 | Mapkuposka 1) Hepeuunas ynakoska 1) Hepeuanan ynaxoska
JIeKapCTBEHHOr 0 npenapara. JIEKAPCTBEHHOTO Npenapara,
Ha pycexou asvix aro Ha pyccrom azeixe ykazeisaiom:
Ha JTukeTke Puakona: HasBanHe Ha 3THKeTKe (UIaKOHa: Ha3BanHe
NpenaparTa, MexXIyHapOaHOS HpenapaTa, MeXIyHapoaHoe
HENaTeHTOBRHHOE HA3BAHHE, HeNaTeHTOBAHHOE Ha3BaHHe, f
HaHMEHOBAHHE NMPCANPHATHSA- HBHMCHOBAHHE NPCATIPHATUA=
NPOH3BOAHTENH, TOBAPHBIN 3HaK NPOH3BOMHTEISA, TOBAPHBIL 3HAK

NPeANpHATHSA-NPOU3BOAHTENS (Ha NpeANPHATHA-NPOH3BOAHTENA (Ha
AHINHICKOM AIBIKE), AHTVIHICKOM A HKP.‘),

JIcKapcTBeHHY0 hopmy, neKapcTeeHHyo Qo \ ,
KOHUCHTPAUHIO B Mr/mi, oGbem KOHIEHTPALHIY MI‘/.M.TI, OGBCN |
Npenapara B MJI, CNOBHS XpaHeHHd, | Npenapara B f yc.uonmr o NG\ |
NpeAyNnpeanuTeNbHLIC HAOAMUCH XPaHeHHs, é)

(«XpaHuTh B HEeNOCTYMHOM 118 HajnHeH («
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Tel: +4 (021) 350 46 40; 300 77 80: 300 77 81
Fax; +4 (021) 3504641, E-mail office@rompharm.ro

N

$.C. Rompharm Company .R.L, - Romania, lfov, 75100 Otopen, St Eroilod, Nr. 1A,

CUL RO 14389646, RC: J23/1321/2004

Ceprugurar anaansa kKoneunoro npenapara Ne 2005431

Kon dopmyaspa: QC-PelibCA-
1431 Fl ed.lrev.|0

¢naxona xanau caeayer
HCNOJIL30BATD B TCHEHHE 4-X
neaens.»), «CTEPHJIBHO», Homep
CCPHH, J4aTd HIrOTOBICHHA, JaTa
OKOHYaHHA CPoKa FOAHOCTH,
BHYTPEHHUH K02,

2) BTopH4Has ynakosKa,

Ha xapronuoii nayuKe: Ha3BaHHE
Tpenapara, MeXIyHapoaHoe
HEMAaTCHTOBaHHOE HA3BaHHE,
Ha3BaHHC H agpec npeanpHATHA -
[IPOH3BOANTENA, TOBAPHBLIH 3HAK
NpeAnpHATHA-NPOH3BOANTENS (Ha
aHIVIHCKOM A3BIKE),
NEKAPCTBEHHYIO topmy,
KOHIECHTPAUMIO B MI/MJ1, COCTAB Ha
I M1 npenapara ¢ yxasammem
Ha3BaHHA H KONHYecTBa
OCHCTBYIOIIETO BCLIECTBA B MI M
NepeHCICHHEM BCIOMOTaTeNbHBIX
BewecTs, 00beM mpenapara B M,
YCI0BHA XpaHeHuA,
npenynpeanTesHble HaaMHCH
(«Xpaunts B HemocTynmHOM mim
Aereii mecre!», «CTEPHJIBHO»,
«MECTHO», «Ilocae BCKpPBITHA
(naxona KariH cnenyer
HCMONL3OBATE B TEYEHHE 4-X
Heaens., «Crnocol npuMenenus:
CM. HHCTPYKLUHEO no
NpHMeHeHHw.»), «ogen mo/lata
n3ror./Cepusy, perscTpauMOHHLIH
HOMEp, WTPHX KOX, YClOBHA
OThmycKka M3 anrex, dapM-koi,
BHyTpeHHMH Kkoa. Ha xaprouuyio
Oa4yKy MOFYT HAHOCHTRCSH CPeACTBA

HACHTHQHKALHH CHCTEMBI
MOHHTOPHHTA ABHAKCHHA
JIEKAPCTBEHHBIX npenaparos

(BByMepHBIE IWTPHXOBOH Koa H
Apyrue), npu 3TOM aaty
H3TOTOBNCHHA HE HAHOCAT,

Ipenapar BakTaBHT, Kanau raashLie 0,5 mr/ma
Cepus 2005481
4Ta NPOH3IBOACTBA 03.2020
Tonen o 03.2022
No Xapakrepucrukn Houyctumsle yeaosns PesyabtaTsl
netel mecre!», «ITocne BekpriTHS HCAOCTYITHOM Aud nieTeit MecTe!y,

«TTocne BCKPBITHS QaakoHa Kamm
CHEYET HCHOMNB30BATS B TEYeHHe
4-x Heaenb.»), «CTEPHIIBHO»,
HOMEP CepPHH, JaTa U3TOTOBNEHNS,
JaTa OKOHYaHHuA cpoxa I‘OIJHDCTH,
BHYTpeHHHH| Koz.

2) Bropuunas ynakoska.
H . Ha3BaHHe

npenapara, MEXIYHAPOIHOE
HENATEHTOBIHHOE HasBaHue,
HasBaHHE W 4pec NPeANpHATHA -
NPOU3BOAHTENA, TOBAPHBIH 3HAK
NpeanpHATHA-NIPOH3BOAKTENS (Ha
AHTIHIICKOM A3bIKE),
NeKapCTBEHHYIO dopmy,

KOHLEHTPALMIO B MI/MI, cocTas
Ha 1 M1 npemapata ¢ ykasaHHeM
Ha3BaHHA H KOJIHYECTBa
ACACTBYIOLLETO BEILECTBA B MI H
nepevHcIeHHeM
BCIIOMOraTeabHbIX BEIIECTB,
obbem npenapara B MiI, ycnoBHA
XPAHEHHA, TIPeAyNpPEaAHTENbHBIC
HAITHCH («Xpauurs B
HCJOCTYITHOM Al1s ACTEH MecTe!»,
«CTEPUJIBHO», «MECTHOW,
«llocne  BekpuiTHA  (nmakowna
KallJIi CIeayeT HCnoan3oBaTh B
TeYeHHEe 4-X |Henens,», «Cnocof
NMPHMEHCHHA! CM, HHCTPYKLHK
no  npuMeHeHHi.»), «[oaeH
Ao/llara H3ror./Cepus»,
PEIUCTPAaLHOHHEIH HOMEP, LWITPHX
KO, YCNOBHA OTIYCKA W3 anTex,
(bapm-Kkoa, BHYTpeHHHI koA,

15 | Xpaneune

Ipu Temnepatype He Buime 25 °C, B OPHTHHANBHOI

NAaKOBKE,

16 | Cpok roamoctn

4-X HeaeNb.

2 roza. [Tocne BCKpLITHA (AakoHa Karuiy CHeayeT UCTIONbL3OBATE B TEYEHHE

1.

Koneunsiit npenapar cooTsercTByer/ He-cooTBeTerByer-Tpeboanuam cneundukaumuu: HA-JIN-004386/240717 m3m. Ne

JAupexrop Kontpoas Kauecrsa

| Jlorodary Paryka




