- "MHHUCTEPCTBO 3JIPABOOXPAHEHHA
POCCHHUCKOH OEJEPALIMN

| Perncrpannonnoe yiocropepenne .
- JIEKAPCTBEHHOTO Hpenapara J1Jisi MeInHHCKOTO NPHMEHeHHsl

JITI-Ne(001118)-(PT-RU)

' (Hdmep PerHCTPALIHOHHOTO Y0CTOBEPEHAS nexapc*rseuuord npenapara)

B GOOTBE’I‘C‘I‘BHH c I’IpasunaMH PErucTpalmi 1 3KCNepTH3kI JIEKapCTBEHHLIX CpeacTs ans Me,]llll.l,IrIHGKO
l'!pl»IMCHCHHH HAcCTOALLEE PErMCTPALHOHHOE y,HOCTOBC-pCHHe BbIJAHO!:

'HaumeHoBaume iepmaTens
| PETHCTPALHONHOIO YA0CTOBEPEHMs:

Ajapec aepxaTteist pechpaunormoro
) ‘ynoc*ronepenum

,[(am pemc‘rpaunn'

,E[aTa HCTeYeHHS cpolca neiimml
perncrpaunoﬂnoro YAOCTOBEpeHHs:

llaTa NOATBEPIKACHHSI PErHCTPALHH
(nepepemc’rpauuu) 6%
Ila‘m BHecemlsl usmeﬂeuuﬁ
l(nepeml)opm.uemm) B perucTpaunoHHoOe
__)Iynocmsepenne.

J],a'ra pernc’rpaunu B peq:epem'uom
rocynspane'

AO "KPKA, ML, Hoso mecto", CropeHs
"KRKA, d.d., Novo mesto"

Smarjeska cesta 6, 8501' Novo mesto, Slove
IlImapeeiika uecra 6, 8501 Hoso mecto, Cnose
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M TIO/ITBEPHKIAET, UTO ﬂelcachBeHHbm npenapar 3aperucTpHpoBaH M paapemeu K Mennunncxomy npmeu

Ha mppmopuu

Poccuiickoii tbenepaunu_ ;-“"t :

(rocynapctBo — wnen EBpasniickoro 5k0HOMHYECKOTo coto3a)

Huq:opmaum ) 3apemc1puponauuom neuapc'rneunom npenapare

lTopronue naumenonanne .nelcapcrneunoro
npenapara:

emnyﬂapo.mme Hena'reu'roaauuoe
'HANMEHOBaHHEe (MHH), Wan obwenpuHsTOE
'(rpynﬂnponntmoe) Haumeuonaune, HJIH
' XHMHYECKOEe HAUMEHOBAHNE AKTHBHOI
[q;apmauem*ﬂwcmn cyﬁc'muunn
|(npn OTCYTCTBHH MHH) i

I

Ksentnake®

~ Ksernanuu

10 lJIelcachseHHan cbopm

|
hloaupem(-n)

i J LA PALRRE LYY

12 itbopma_(-m) BHI‘I}'CI,N:

25 M‘r 100 mr, 200 mr, 300 mMr

TabNeTKN, NOKPHITLIE MIEHOUHOH 000.104KOi, 2
100 mr, 200 mr, 300 Mr (koHTYpHas sueiiko
- ynakoska/6aucrep) 10 x 3/6/9 (nauka kapToHHA

BABARAALAARARARKOAR




Crpanuua 2 peructpauuonHoro yaocroBeperus Ne JITI-Ne(001118)-(PI'-RU)

13 CocTaB JeKapcTBEeHHOr0 Npenapara:

KBEHTHAKC, cyOcTanuma-rpanyab 48.53/194.13/388.26/582.39 mr ‘
[kBeTHanuua Qymapar (kBeTHanuHa remudymapar) [
28.78/115.13/230.26/345.39 mr (JKBHBAEHTHO KBETHATIHHY {
25/100/200/300 Mr). BCnoMOraTe/bHbIE BEHICCTRA (LEUTO03a E
MHKpOKpHCTarnieckas, tin 101, kapbokcuMeTHAKpaxman Hatpus (T
A), kanbuma rujipothocdar auruapar, nosuon K-25)], !

14 7 Cpoxk roanocTs:

kBeTHannHa ymapar (KBeTHanuHa remudymapar)
28.78/115.13/230.26/345.39 Mr (AKBHBANICHTHO KBETHATTMHY
25/100/200/300 Mr). BCNOMOraTe/IbHBIE BEMICCTRA (1AKTO3b!
MOHOTHJIPAT. Kasblia ruapodochar anruapar, ueanonosa
MHKpOKpHCTaNanyeckas, THin 101, Lennono3a MHKPOKPHCTAIUTHYECKAA,
an 102, nopuaon K-25, kKapOoKCUMETHAKPAXMan HATPHA (THIT A).
Maruus creapar, 06onouKa nieHouHasn [FHnpoMensios3a, THTaHa JHOKCHL
(E171). makporon-4000, kpacHtes Kene3a OKCHL KeAThlil
(E 172) +/+/-/-, kpacurens xeneza okena kpacuslii (E 172) +/-/-/-])

BCMOMOTATEALHBIE BEUIECTBA (IAKTO3BI MOHOIHAPAT, HENMON03a
MUKpOKpHCTaIIHYeckasn, Tun 102, maruna creapat, o0oiouka
nsieHouHas [runpomennosa, Tutasa anokena (E 171). makporoa-4000,
KpacHTE b #ceie3a oken skentblii (E 172) +/4/-/-, kpacutens kenesa

okeni kpachbtii (E 172) +/-/</-]):

5 ner

MHudopmaLus o npon3BOANTENE IEKAPCTBEHHOTrO Mpenaparta (Ha3BaHMs W ajipeca NPOM3BOACTREHHBIX MIOLIAI0K,
YHacTBYIOLIUX B MPOLIECCE NMPOM3BOJICTRA JIEKAPCTBEHHOTO Npenapara)

Ne | Craaus npoH3BOACTBA
(BCe YYACTHHKH
MPOU3BOACTBEHHOTO
npouecca)

HaszBanue OpPraHH3auHH

AJpec NPoH3BOACTBEHHOI NI0WAAKH

1 | Tlpou3BojCTBO rOTOBOMH
NEKApPCTBEHHOH (hopMBI

AO "KPKA. n.n., Hoso mecto".

Cnosenns / "KRKA. d.d.. Novo mesto".

Slovenia

Smarjeska cesta 6, 8501 Novo mesto, Slovenia
/ IImapeenika necra 6. 8501 Hoso mecro,
Cnosenus

2 | Ilpou3BoACTBO roTOBOH
JNeKapeTBeHHOI Gopmbl

OO1ecTBO ¢ OrpaHHeHHOM
orBercTBeHHOCTLIO "KPKA-PY(C"
(000 "KPKA-PYC"), Poccus

143500, Mockosekas o6, r. Merpa,
vii. MockoBsekasi, 1. 50

3 |IlepBuunas ynakogka

AO "KPKA, n.1.. Hoo mecto”,

Cnosenns / "KRKA, d.d., Novo mesto".

Slovenia

Smarjeska cesta 6. 8501 Novo mesto, Slovenia
/ IlImapbewika uecra 6. 8501 Hoso mecro,
CnoBeHus

4 |Tleperunas ynakoska

ObuiecTBo ¢ orpaHH4eHHOH
orBercTBeHHOCTLIO "KPKA-PYC"
(000 "KPKA-PYC"), Poccus

143500. MockoBckas o6, r. Merpa,
yi. MockoBekas, 1. 50

5 | Bropuunas ynakoBka

AO "KPKA, n.x., Hoso mecto”.

Cnosenuns / "KRKA, d.d., Novo mesto",

Slovenia

Smarjeska cesta 6, 8501 Novo mesto, Slovenia
/ lllmapsemka uecra 6, 8501 Hoso mecto.
Cnosenus

6 | Bropuunas ynakoska

OBLIEeCTBO € OrpaHHYEHHOH
oreeTcTBeHHOCTHIO "KPKA-PYC"
(000 "KPKA-PYC™). Poccus

143500, Mockosckas 06i1.. r. Merpa,
yi. Mockosckas, 1. 50

7 | Beinyckatouuii KOHTPO.Ib
Ka4yecTsa

AO "KPKA, n.1.. Hoo mecro”,

Cnosenus / "KRKA, d.d.. Novo mesto".

Slovenia

Smarjeska cesta 6. 8501 Novo mesto. Slovenia
/ lImapeetika uecra 6, 8501 Hoso mecto,
Cnosenus

8 | Buinyckarounii KoHTpoJib
KauecTra

OO0LecTBO ¢ OrpaHHYEHHO K
oreercTReHHOCTRIO "KPKA-PY(C"

143500, Mockogckas o6u1.. r. Merpa,
ya. Mockogckas, 1. 50

(000 "KPKA-PY

3amecrurens Munucrpa

0.0. Canaraii



