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(HOMEp perncTpalioHHOr0 YA0CTOBEPCHHS JIEKaPCTBEHHOTO NperapaTa)

B coorsercrmn ¢ IpaBunamu peructpaimu u sxcrepTiss JIEKapCTBEHHBIX CPEACTR IS MEI[HLIHHCKUI‘O B
IPAMEHCHHSA, HACTOSAIIEE PETHCTPALMOHHOE YIOCTOBEPEHHE BBIIAHO! =

1 | Hanmenosauue nepaTes 3akpeiToe akuuoHepHoe 061mecTso "BUGHUTEX" kil

PErHCTPANMOHHOIO YI0CTOBCPEHHS: (3A0 "BUDHUTEX"), Poccuiickan denepais Al -
2 Mpec nepiKaTens perHcTpanHoOHHOT 0 142279, Mockogckas 061'[‘, T. CepHyXOB, i

YAOCTOBEpEeHHs; n. O6onenck, THI TIM _ _

Jara perucrpanun: 15.08.2025 z J

Jara ueredenus cpoka geiicTBus =
PErHCTPAIIHOHHOIO Y10CTOBEPEHH:

S5 | Mara NMOATBEP/KACHUSA PErHCTPALHH 2
(nepeperncrpaumnm):

6 JlaTa BHeceHUs M3MeHeHM i 15.08.2025
(mepeodopmaeHns) B perucTpannonHoe
YA0CTOBEpeHne:

7 | Jdara perucrpanun B pedepentnom 15.08.2025 iy
rocygapcree: it

M TIOATBEPKIACT, TO JIEKAPCTBCHHBIH NPENapaT 3aperHCTPHPOBAH M Pa3PEILCH K MEUIIMHCKOMY anMeHeHHm'
Ha TCPPUTOPHIL; =

Poccuiickoit @eneparun =

(rocynapcreo — unen EBpa3uiickoro 3KOHOMHYECKOTO ¢01034)

HHpopmanus 0 3aperucTpHpOBAHHOM JIEKAPCTBEHHOM MpEIapare

8 | Toproeoe HanMenoBanMHe JeKAPCTBEHHOIO Kapanosanen = Sl
npenapara: =

9 | Mexaynapoinoe HemaTeHToBaHHOE 3
nanmenosanne (MHH), unn o6menpunsroe ' =2
(rpynnupoBoYHOE) HAUMEHOBAHMNE, WIIH
XHMHYECKOe HAHMEeHOBAHNe AKTHBHO
(hapmaneBTHUeCKOI cyfcTaHuMH
(npu orcyrersun MHH): = 1 Dby

10 | Jekaperennas opma: KaIlUI| JJ1S IPHEMA BHYTPD

11 | Hosuporxa(-n): S

12 | ®opma(-p1) BBINyCcKa: KaIliM 18 IpHeMa BHYTPS ((IakoH-Kane pHH1a)
15/25/50 mn x 1 (nauka kapToHHas) ;

13 | Cocras nexapersennoro npenapara: KCATYITHMKA PACKUANCTOTO 3KCTPAKT Wuakui 17.2 mi, |

AJOHU3H/ KOHUECHTPUPOBaHHbBIA 30.3 M1, BamepHansr | |-
KOPHEBHIII C KOPHAMM CBEKUX HACTOIKa 48.6 mi,
OOSAPBIIHAKA HKCTPAKT SKHAKUH 2.2 MI1, kKamopa
cunrernyeckas 0.4 r, HaTpust 6pomun 2.0 1,
BCIIOMOraTelbHOE BeNIECTBO (CHUPT 3THIOBKIH 95 %-

(aTanon)) 063305 ' .:

14 | Cpox roguocru: . 1 ron 6 mecsinen




WMHpopMans 0 IPOM3BONTETE TEKAPCTBEHHOTO NPenapaTa (Ha3BaHHA 1 ajipeca NPOH3BOACTBCHHBIX IOMIAA0K,

Crpanuia 2 peructpammontoro ynocrosepenus Ne JIIT-Ne(011336)-(PL-RU)

YYACTBYIOIMX B POLIECCE IPOM3BOACTBA IEKAPCTBEHHOrO Mpenapara)

Ne | Cragus npoussoacrea | Hassaunue opranmsannu Anpec npon3BOACTBEHHOMH MIOMIAAKH
(BCe yYaCTHHKH
NPOH3BOACTBEHHOTO
npouecca)
1| Ilpoussoactso rotoBoit | 3akpeIToe akUHOHEPHOE Mocxkosckas 0611, T. Cepryxos,
nexapcrBeHHOH Gopmer | obuwectso "BUPHUTEX" 1. Obonenck, Tep. Ksapran A, n. 14
(3AO "BUDUTEX"),
Poccuiickas @eneparius
2 | IlepBuuHas ynakoBKa 3aKpbITOE aKIHOHEPHOE Mockosckasn 0611, 1. Ceprryxos,
obmectso "BUDOUTEX" . Obonenck, Tep. Kpapran A, . 14
(3A0 "BUDOUTEX"),
Poccuiickas @enepanus
3 | Bropuunas ynakopxa 3aKphIToe aKIHOHEPHOE Mockosckas 06, . Cepryxos,
oburectBo "BUDOUTEX" . OBonexck, Tep. Ksapran A, 1. 14
(3A0 "BUDUTEX"),
Poccuiickas Peaepanus
4 | Brimyckaronmit 3aKprITOE AKIHOHEPHOE Mocxkosckas 061, 1. Cepryxos,

KOHTpPOJIb Ka4yecTRa

obmecrpo "BUDOUTEX"
(BAO "BUD®UTEX"),
Poccuiickas Dexepanus

. O6oneuck, Tep. Ksapran A, m, 14

3amecturens Munucrpa
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