VPO ST

121596, r. Mocksa, ya1. TopOynoea, a. 2, cTp.3,
yrax 6, nom. I1 kom. 20-20A, Ten. +7(495) 269-00-39

[MoaTBep:K1eHHe COOTBETCTBHSI BBO3HMOIO0 JIEKAPCTBEHHOT0 NPeNapaTa ycTaHOBIeHHBIM
Tpebosanuam Ne(0185-21/02/20

TOPFOBOC HAHMCHOBAHHE

Onadpa

MesklyHapoaHoe HemaTeHTOBAHHOE HAUMECHOBAHHE
(rpynnupoBO4YHOC HITH XMMHYCCKOE)

Jedynomun

JlekapcTBeHHas hopma

TabJICTKH, NOKPEITHIE [NICHOUHOI 060104KO#

JHo3nposka

20 Mr

(Mopma BLINYCKa

TabNeTKH, NOKPLITEIE TICHOYHON 0605109K0i, 20Mr
(dbnakon) 30 x 1(mayka KapTOHHAsi)

Homep cepun (mapTHH) 2269A1

O6wem cepun (apTHH)/HOMEp HHBOJiCA, JaTa 2000/ unsoiic 0000006967 ot 21.02.2020
| Jlata Boinycka 12.2019

[Conen no 12.2022

OKIT2 /TH BOJ 21.20.10.223/3004900002

HanMmeHOBaHHE W aapec NpoH3BoguTeNns (¢ yKasaHHEM
CTajMii IPON3BOJICTBA)

[poH3BOACTBO FOTOBOH JICKAPCTBEHHOM HOPMBI :
Xaynr ®apma Miorctep I'm6X, Iepmanus/

Haupt Pharma Munster GmbH, Germany,
Schleebruggenkamp 15, 48159, Munster, Germany;
[lepsryHas yIaKoBKa:

Xaynr ®apma Mioncrep I'm6X, I'epmanns/

Haupt Pharma Munster GmbH, Germany,
Schleebruggenkamp 15, 48159, Munster, Germany;
BropuuHnas ynakoBka:

K.O. Pombapm Komnauu C.P.JIL., Pymbixus/ S.C.
Rompharm Company S.R.L., Romania, 1A Eroilor str.,
Otopeni, 075100, Romania ;

IpouseoauTess (BIMYCKAIONHI KOHTPOIb KaueCTBa):
K.O. Pomdpapm Komnanu C.P.JL., Pymemans/ S.C.
Rompharm Company S.R.L., Romania, 1A Eroilor str.,
Otopeni, 075100, Romania

Homep 1 JiaTa perucTpauiioHHoro yaoCToBCpeHHA

JIT1-000804 ot 03.10.2011

Homep ¥ JlaTa HOpMaTHBHOH JJIOKYMCHTAlUHH

JITT-000804-031011, n3m. Nel

HauMmeHoBaHHE W ajpec JcpKaresasd PEerHcTpalHOHIOro
VJI0CTOBEPEHHS]

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

l-IO,’lTBCpH{ﬂCHHC COOTBCTCTBHS BBIIAHO HA OCHOBAHHH!

| 32BOJICKOTO NACHIOPTa IPOU3BOAHTENA (cepTH(HKATA aHATH3a KOHCTHOTO npenapara) Ne 2269A1 ot 11.12.2019 .
2 Tpotokona ncnpiranuii NeTI1-248 or 11.03.2020 r. (Beinan PTBY «(JIKKJICuMH»)

Jakaiouenne: JeKapcTBEeHHbIT mpenapat «Jaagpa TadNeTKH,

(dpraxomn) 30 x 1(mauxa KapTOHHAN)», CEPHH 2269A1,

NOKPBITLIE TJIEHO4HOI 060s104KOi, 20Mr
maprTusi 2 000 yin., cOOTBETCTBYET TPpeOOBANUAM,

VCTAHOBJICHHBLIM TPH €T0 rocyaapcTBenHoil perncTpanuy (JITI-000804-031011, n3m. Nel).

JlaTa BbI@4N NOJTBEPKICHHS! 16.03.2020 r.

Vioniomouennoe auio 000 «POMPAPMA»

JlOMAKHOCTE: 3aMECTHTE/Ib I'CHEPaJIbHOTO AMPEKTOPA
Tosepennocts Ne 6/1 o1 11 HosGps 2019 1.
Konraxthplii Tenedon: 84952690039

Incirponnag noyra: v.dendeberya@rompharm.ru




Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81

ek

ko +4{021) 3504641, E-mail office@rempharm.ro

o e &.C. Rompharm Company S.R.L. - Romania, lifov, 75100 Ctopeni, Str. Ercilar, Nr. 1A,

T CUIRO 14390646, RC: J23/1321/2004

CEPTHOHKAT KAYECTBA

Hausenosanne npenapara: 2/I4DPA, mabemkit nokpsimsie nienouHol 0bo10uxol 20me
Hausenonanue npoussorean: Xaynm Gapaa Monemep TnéX, Fepaanus

Hanvenonanne ssinycralontero kourpoias kavecrsa: KO POMPAPM KOMIIAHH C.P.JT.

Cepit Nes 2209A1

HJava nponssoacrsa: 12.2019

Fosen 2o 12,2022

MeTojibl aHTIBa COOTBCTCTBYIOT CrICUH(HKALINHE Ka4eCTBA

1 XaparTepleTHrn JonycTunsbie yeaoBus PeayapTar 7‘
Tabnerku, MOKPLITEIE TUIGHOWHOI !
i obonovkoit Genoro Wi nourn  Genoro : -7
| Ouncanne , CooTBeTCTBYET
: LBCTd, ABOAKOBBITYKIbIE, KPYrioi dopMb
€ OJIHOCTOPOHHEN PHCKOIT |
Bpema ynepupanna muka nedaysompia
Hal XpoMarorpamme UCRLIMY eAMO20
pcu‘nmupa JAOITKHO COOTBETCTRORAThL .
- MoannnnocTe CoorsercTByeT
BpEMEHH YAep:KHBaHHA Je(IYHOMHAA Ha i
XPOMATOrpaMMe CHIGHAAPINHOZG
; pacmaeopa
| Cpeanss Macea, OTKJAOHenne
| 5 : Cpennsag Macea Tabnerok - 206,0 Mr+ 7,5 %. 210,4
0T cpe,rlnen MACCLI d
! He menee 75 % nednyHoMHaa uepes
| PacTBOpenue (Q) negny I 97
. 30 MHH
[Mpumecs B - He Gonee 0,3 %; 0.0
Eaunmynas HeHJIeHTH(HHLIMpOBaHHaH :
[Tocroponine npusecn MPHMECH -
0. HI
He Gonee 0,2 %, 0.06
Cymma nipumeceii — e 6onee 1,0 %. ’ |
- Muxpodnoaoruteckas
s ) Kareropus 3A CooTseTeTByeT
| qHCTOTA
‘ Or 85% no 115,0% o1 388BNEHHOrO
OanopoanoeTn 103MPoBAILLI 104
| COACPARAHMA
- Koamnseersemioe ; :
| 01 19,0 10 21,0 Mr 20,11

L oupeaeaedne

Ynaronka

Mo 10,15,20,28,30,42,50,56,60,90,98 nnn
100 taBnetok BO (UIAKOHBI MOMTHMEPHLIE.
Mo onHoMY (PrakoHy BMECTE ¢
HHCTPYKLUHEI! M0 NPUMEHEHHIO MOMELLAIOT
B KAPTOHHYIO NAYKY.

30 TaGnerox BO (pAAKOHBI MOTHMEPHLIC,
Oy (praKoH BMECTE ¢ HHCTPYKUHCH 110
NPHMEHEHHIO B KAPTOHHOMH Mauke.

Mapruponka

Ha ITHKETKE (MIAKOHA YKASBIBAKOT!
Ha3BaHHe NPeANPHITHA-IIPOU3BOANHTENS,
TOBAPHLIT 3HAK MPEANPHATHS-BIaACBILA
PY (na aHrnmiickoM A3bIKe), HA3BAHKE
npenapara, MHH, nekapersennyio dopmy,
JO3HPOBKY B Mr, «JLns nprema BHYTPL?,
HOMEp cepHH («Ne cepuun), naTa

[epsuunas yuakoska, H 0N
SI3BIKE HA DTHEETKS MIAKOHA YKA3aHO:

HA3BAHHE NPeaNpHATHA-NPOU3IBOAUTENS,
TOBAPHLII 3HAK MPEANPHATHI-BAAACLLIA
PV (Ha aurnuiicKoM A3bIKE), HA3BAHKME
npenapata, MHH, nexapctaennyio
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Tel +4(021) 350 46 40; 300 77 80: 300 77 81

Fas =4 {021) 3904641, E-mail. oftcegirgmpharm.rg

e . GUILRO 14399646, RC: J23/1321/2004

S.C. Rompharm Company S R.L. - Remania, lifav, 75100 Qtopeni, Str. Erotor, Nr. 1A,

H3FOTOBACHUS «Jama u3zom.»), CPoK

roanocti («loden dow).

Bropuunas ynakoska. Ha pycckom a3bike
HA MAYKE VKA3bIBAKOT! HA3BAHME I anpec
[IPEJUIPUSTUS-IPOM3IBOILATENIS, HABAHKE H
CTpaKa npeanpuaTHs-sragensua PY nero
TOBAPHBI 3HAK (Ha AHITHIICKOM A3BIKE),
na3sanne npenapara, MHH,
JIEKAPCTBEHHYIO (JOpMY, L03HPOBKY B M,
COCTAB € yKa3aHHEM KOTHHECTBA
AKTHBHOIO KOMIIOHEHTA Ha 010y TabneTky
B MI 1 IEpPeYHCACHHEM BCIIOMOraTebHbIX
KOMITONEHTOB, KOJH4CeCTBO TabeToK,
«[TpHMCHATD MO HA3HAYEHHIO BPAid»,
«XpaHHTh B HEAOCTYITHOM JUIH JIETEl
mecte!y, «Crnocod MpUMEeHEHNS: CM,
HHCTPYKLHIO NO NIPUMEHEHHIO.», YCIOBHSA
XPAHEHH, JaTy H3TOTOBACHHA, HOMEP
cepuil, 14Ty OKOHYAHHSE CPOKA TOIHOCTH,
pel"llC-'T‘pﬁIl!'IOHHblﬁ HOMEP, L].I'I'PHX-KU,D,,
YCJIOBHSA OTITYCKA H3 anTeK.

Ha xapToHiuyio nayky MoryT

HAHOCHThLCS CPENCTBA HACHTHHKALIHH
CHCTEMBI MOHHTOPHHIA ABIAKCHHA
NEeKAPCTBEHHBIX NPENapaToB (AByMEpHbIA
LWITPHXOBOI KO M JAPYTHE), & TAIOKE
TEXHONOrH4YecKas HHPOPMALIL
(BHyTpenHitii koa H HapMaKod), NpH STOM
JATY H3rOTOBICHHA HE HAHOCAT,

fara warorornenns «Jama uzeom.»),
cpox roaxocty («/wden don),
Bropuynias ynaxoska. Ha pycckom
A3bIKe Hd [TdUKe VKa3aHO. HAIBAHHE [
ajpec MpeAnpHUaTHI-NPOUIBOIHTENS,
HA3BAHIIC ¥ CTPAHA NPESANPHATHA=
Branessiia PY 1 ero ToRapHbIi 3HaK (Ha
AHIAHICKOM s3LIKE), HA3BaHKE
npenapara, MHH, nekapcrBeHHyio
dopmy, 103HPOBKY B MI, COCTAB C
YRKA3AHHEM KOHYECTBA AKTHBHOTO
KOMTIOHCHTA HA OOHY TaGJICTKY B MIH
NEPSUHCIACHHEM BCOMOTATEALHBIX
KOMIIOHCHTOB, KOJIHHECTBO TabIeTOK, I
(<nPHMt"H$ITh 110 HABZHAYCHINO BPatd»,
«XpaHiTL B HEILOCTYIHOM A aeTel *
mecte!», «Cnocod MpHMEHEHUS: CM.
HHCTPYKUHIO 110 NPHMEHEHHIO.»,
YCI0BHH XPaHCHHA, JaTy H3roToBJCHHA., |
HOMEp CepPHH, JaTy OKOHYAHHA CPOKa |
FOAHOCTH, PErHCTPALHOHHBI HOMED,
LITPUX-KOJL, YCIIOBHA OTIYCKA U3 AITTEK.

bom

B cyxOM, 3aL{HILEHOM OT CBETA MECTE, ITpi

! Xpatienne CooTBeTeTBYET
pat Temmepatype He Buiwe 25°C Y !
l CPOR TOAHOCTH 3rona CoorreTcTyeT l

BRIBO/IbI: Koncunuii npernapar co0TBETCTBYeT/ He-coorberetpyer TpeboBaiiM HJ1 JITI-000804-031011, nam. Nel

3an, Oraena kouTpoas kadeersa: Jlorogaty Panyka

Jara: 11.12.2019




