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MHHHCTEPCTBO SHPABOOXPAHEHIS
POCCHHCKOH ©EAEPATIMN
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(HOMEp PericTPalMoOHHOTO Y10CTOBEPEHIs nekapc TBe‘HHOTG npenapara)

B COOTBETCTBHH C I"IpaBm]aMH perncTpauiu U 3KCNepTH3b! J'IeKapCTBEHHbIX cpencrs Ilnﬂ MEI!HL[HHCKOF
HpHMGHEHHEI HAacTosfLlee perucTpalHoHHoe yIlOLT(}BEpCHMe Bi:lﬂaHO } ] ‘ HEY

Hanmenosanue ,uepaca"re.rm
pernchauuoHnoro ynouonepenua'

AO "KPKA A.1., Hoso mecro, CﬂOBBHHﬂ i
KRKA, d.d., Novo mesto, Slovenia -
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Anpec fepiKaTelIs PerncTpaunoHHOro
YAOCTOBEpeHHs: &

32

Imapeenika Hecta 6, 8501 Hoso mecro, Cnose
Smarjeska cesta 6, 8501 Novo mesto, Slovema

Jata perucrpauuu:

24.01.2023

Jata nereuenns cpoka aefcTeus
PErHCTPALHOHHOIO YROCTOBEPEHHS:

JlaTa noaTBepIKAEHNHS perHCTPaLHI
(nepeperncrpamim):

JaTa BHeceHus H3MeHeHuH
(nepeodopmiiennsi) B perucTpauHonHoe
YAocTOBEpeHHe:

02.08.2024

(ENgas Rk

Jara perucrpauun B pedpepentHom
rocyaapcTee:

24.01.2023

e
H TIOATBEPHKIAET, UTO JICKAPCTBEHHBII NPEnapar 3aperHCTPHPOBAH U Pe3PELIEH K MeMLIHHCKOMY MPHMEHEH mﬁ

Ha- 'reppmopuu

Poccuiickoit ®enepaunn

(rocy;{apcmo — useH Espasmuiickoro KOHOMHUECKOIO coio3a)

Huqmpmaunﬂ 0 3aperucTPHPOBAHHOM nexapcmeuuom npenapare

Toprosoe HAUMEHOBAHMNE .uelcapcmeuuoro
npenapara:

ﬂopucra@

Mezxayuapoanoe HenaTéﬂToBaunoe
Hanmenoranne (MHH), niu o01uenpunaToe
(rpynnupoBognoe) | HaHMEHOBAHHE, WINH
XHMHYECKOE HAUMEHOBAHHE AKTHBHO
dapmanesTiaeckoii cyderanumnm

(npu orcyrersun MHH):

JlozapTan

JlekapeTBennan popwa: ||

TaGNETKI, OKPBITHIE nneHoqﬂoﬁ obonoUKol off

JosupoBka(-n):

12_.5' M, 25 Mr; 50 mr, 100 M

®opma(-bi) BHINYCKA: |

TAONETKY, 'nokpbrrble UIEHOYHOH 000JIOYKO, - I
12.5 mr, 25 mr, 50 mr, 100 Mr (GmucTep), 7 X 2,'r;' '
10 x 3/6/9, 14 x 1/2 (rauxa kapronuas)

CocTas eKapeTBeHHOr0 Npenapara;

7."'IP!|I':'Il'!}||!!l]lt's!H!HHlH!rt||n|ii\.| Jhunn

nosapran kaana 12.50/25.00/50.00/100.00 mr.
BCIIOMOTaTeN bHbIE BelleCTra (LenakTo3a 80 [a.m,clm« ‘

JIAKTO3bI MO HOTHIPAT, NOPOLIOK LEJTION03b, cyxﬁg Il

BEILECTBO], Kpaxman npe)tcenamuusupoaaﬂnbtﬁ,, il
Kpaxman KyKypy3Hbli, -
MHKPOKPHCTAJLUTHYECKAA, Kpgﬁlw;&a(cng
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(.Tpaunua & peruc 4)aLL

KpacuTeNh XMHONHHOBBLH XkenTbill (E104) +/+/-/-,

tutana auokcua (E171)])

14 | Cpok roanocrn:

5 net

Hudopmaius 0 Mpou3BoHTe e TEKAPCTBEHHOr0 Npenapara (Ha3BaH!s H aIpeca NPOH3BOACTBCHHBIX TIOLIA/OK,
YHACTBYIOLIMX B [IPOLECCE NPOH3BOICTRA JEKAPCTBEHHONO Npenapara)

Ne | Craaua nponssoacTBa
(BCe yYaCTHHKH
MPOU3BOACTBEHHOTO
npouecca)

Hassanue opranusauin

Ajnpec NpoH3BOACTBEHHOI MIOIATKY

1 [1pon3BoACTBO TOTOBOI
JlekapcTBeHHOH (HopMbI

OB61LEeCTBO ¢ OrpaHHYeHHOH
oteeTcTBEHHOCTHI0 "KPKA-PYC"
(000 "KPKA-PYC"),
Poccuiickas ®enepauus

143500, Mockosckas 001., 1. Mctpa,
yJji. MockoBckas, 1. 30

2 [TpousBoacTBO roTOROI
JeKapcTBeHHOH (GopMbl

AQ "KPKA, a.1., HoBo mecTo",
Cnosenust / KRKA, d.d., Novo
mesto, Slovenia

[HImapserka uecta 6, 8501 Hoso mecto,
CnoseHus / Smarjeska cesta 6, 8501
Novo mesto, Slovenia

3 | IlepBu4Has yrakoBka

OB611ecTBO ¢ OrpaHM4EHHOH
orBetcTBeHHOCTHIO "KPKA-PYC"
(000 "KPKA-PYC"),
Poccuiickas @enepauus

143500, Mockopckas 064, r. MeTpa,
y7n. Mockosckas, 1. 50

4 IlepBHuHas ynakoBka

AO "KPKA, n.1a., HoBo mecTto",
Cnosenus / KRKA, d.d., Novo
mesto, Slovenia

[IImapeeuika necra 6, 8501 Hoso mecTo,
Cnosenus / Smarjeska cesta 6, 8501
Novo mesto, Slovenia

5 BropuuHas ynakoBka

OB1uecTBO ¢ OrpaHH4YEeHHOM
orBercTBeHHOCTHIO "KPKA-PYC"
(000 "KPKA-PYC"),
Poccuiickas @eaepauus

143500, Mockosckas 00, r. Herpa,
ya. Mockosckas, a. 50

6 | BropuvHas ynakoeka

AO "KPKA, n.1., Horo Mecto",
Cnosenus / KRKA, d.d., Novo
mesto, Slovenia

UImapsewka uecta 6, 8501 Horo mecto,
Cnoeenus / Smarjeska cesta 6, 8501
Novo mesto, Slovenia

7 Boimyckatomnii
KOHTpOJIb Kayecisa

O011ecTBO C OrpaHHHEHHOM
oteeTcTReHHoCThIO "KPKA-PYC"
(000 "KPKA-PYC"),
Poccuiickas ®enepauns

143500, Mockosckas o6, r. Herpa,
yi. Mockosckad, a. 50

8 Brinyckatomui
KOHTPOJb KauecTBa

AO "KPKA, n.1., HoBo mecTo",
Crnosenns / KRKA, d.d., Novo
mesto, Slovenia

[IImapserka uecra 6, 8501 Hoso mecto,
Cnosenus / Smarjesk ta 6, 8501

i, I=Novo mesto, Slov

3amecTHTeas> Munncrpa.—
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