E BP’ ')HH(,KHH 9!4 OHOMH‘[FCKHH COIO'S

L. 7e(000059)-(PE-RU)

(HoMep perucTpaliOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO NpenapaTa)

B cooTBeTcTBHH C I'lpaBpmaMn perucTpaly U 3KCMNEPTH3bI JIEKAPCTBEHHBIX CPEACTB AJis1 MEAULIMHCKOTO

NPUMEHEHHS, HACTOSALIUEE PErTMCTPALLMOHHOE YIOCTOBEPEHUE BbIAAHO:

[

S W

7

HaumenoBaHue gepxarens 3akpbiToe akLUHOHepHoe 061ecTBo "@apmdupma
PEerncTpaLHOHHOTO YAOCTOBEPEHHSI: "Corekc" (3A0 "dapm®Pupma"Cotekc"), Poccus
Anapec gepxkaTesisi perucTpaHOHHOTO 141345, Mockosckas 061, r. Ceprues [locaz,
yaocToBepeHusi: noc. Benukoso, 4. 11
Jata perucTpauum: 19.05.2020

JlaTa HeTeveHHs chKa nelicTBuUst 19.05.2025

PErHCTPALIHOHHOIO YAOCTOBEPeH s

JaTa moATBepIKACHHS perucTpaLuu
(nepeperucTpauuu):

JaTa BHeceHUs] H3MEHEeH Ui 19.10.2022
(nepeoopmiieHHs1) B perHcTPallHOHHOE

YAOCTOBEpeHHe: it S
JaTta perucrpauuu B peq)epeHTHOM 19.05.2020

rocynapcTee:

U MOATBEPIKAAET, UTO JIEKAPCTBEHHBIH Npenapat 3aperucTPUPOBaH M paspellieH K MEAMLIMHCKOMY MPUMEHEHUIO
Ha TePPUTOPHH:

Poccuiickoit ®enepauuu

(rocynapcTBo — useH EBpa3uiickoro 3k0HOMH4€ECKOTO COHO3a)

HHdopmaLms 0 3aperucTpupoBaHHOM JIEKapCTBEHHOM Npenapare

8 Toproeoe HaliMeHOBaHHe JIEKAPCTBEHHOTO FEMTPAHUKC®
npenapara:
9 MexayHaponHoe HelaTeHTOBAHHOE TpaHekcamoBas KucioTa
‘HaumenosaHue (MHH), nnu o6enpunsitoe
(rpynnupoBo4HOE) HAHMEHOBAaHHNE, HIIH
XHMHYecKoe HAHMeHOBaHHE aKTHBHO
(apmaueBTHYECKOIi CyOCTAHIIHU
(npun orcyrereiuin MHH):
10 JlexkapcTBeHHast (bopma. pacTBOp Uil BHYTPUBEHHOTO BBEACHHUS
11 Jlo3upoBka(-m): _ 50 mr/mn, 100 mMr/mn
12 ®opma(-b1) BbIMYCKA: pacTBOP A/ BHYTPUBEHHOIO BBEACHHS,
50 mr/ma, 100 Mr/ma (amnyna) 5 Ma x 5/10 (nauka
KapTOHHas)
13 CocTaB jiekapcTBEHHOrO Mpenapara: TpaHeKcaMOBasl KHCJIOTa (B MepecyeTe Ha cyxoe
BelecTso) 250.0/500.0 mMr, BcriomorarteiibHble BELLECTBA
(Boma nns HH’beKLWl;l)
4546 5
14 |Cpox rogHoctn: pacTBop Ans BHyTpHBeHHOFO BBeﬂeHMﬂ,

50 mr/mn - 3 rosa;




CrpaHuua 2 perucTpallHoHHOro y1ocToBepeHns Ne JITT-Ne(000059)-(PT*-RU)

PpacTBOp Ajsi BHYTPHUBEHHOI'O BBEACHHA,

100 mr/ms — 2 roaa

“H(bOpMaLlel O MPOH3BOAHTENIE NIEKAPCTBEHHOTO NMpenapara (HaBBaHHH W ajpeca Npou3BOACTBEHHBIX MJIOLIAA0K,

Y4acTBYHOLIHWX B NIpoLecce NpoOn3BOACTBA JIEKAPCTBEHHOTO npenapaTa)

Ne [ Crapns nponsBoacTBa
(BCe Y4ACTHHKH
NPOH3BOACTBEHHOIO
npouecca)

Ha3zBanue OpraHu3zauuHu

Aapec Npou3BOACTBEHHOI NIOWAAKH

1 | TIpou3BoAcTBO roTOBOI
JieKapcTBEHHOH (hopMbI

3aKpbITOE aKLIHOHEPHOE 0OLLECTBO
"®apmPupma "Corexc” (3A0
"®apm@upma"Corekc"), Poccus

Mockosckas 06a., r.o. Ceprueso-
[Tocanckuii, noc. benunkoso, .10

2 |[llepBuuHas ynakoBka

3aKpbITOE aKLHOHEPHOE O0LLECTBO
"®apm®upma "Cotexc” (3A0
"®apm@Pupma'"Corekc"), Poccust

MockoBsckas 061., r.o. Ceprueso-
IMocanckuii, noc. benunkoso, A.10

(O8]

BropuuHas ynakoBka

3aKpbITOE aKLIHOHEPHOE 001LECTBO
"®apmdupma "Coterc" (3A0
"@apmdupma"Cotexc"), Poccus

MockoBckas 061., r.o. Ceprueso-
[Tocanckuii, noc. bennkoso, a.10

4 | Boinyckatowuui
KOHTPOJIb KauecTBa

3aKpbITOE aKLIHOHEPHOE OOLLECTBO
"®apm@upma "Cotrekc" (3A0
"®apm@upma"Coterc"), Poccus

MockoBckas 06n., r.o. Ceprueso-
ITocanckuit, noc. benukoso, a.1 |

3amecTtuTenb> MuHHCTpA

KOTMHSA BEPHA
ACCHCTEHT QP
HeAHosA E. A.

JIATA: 22.11.2022

~

C.B. I'naroses

(noanucs)

ML.IT.




