-
AEKJAPAIIA O COOTBETCTBUHA

JAEKJAPAHT, IPHHUMAJOIAMA JEKJIAPAITHIO O COOTBETCTBHH

000 "KPKA ©APMA" .
3apezucmpuposano: Hucnexyus MHC Poccuu no 2. Cepaues Iocad MO OFPH 1025005328853 om 12.11 20022,
Adpec: 143500, Mockoscran oba., 2. Hompa, yn. Mockosckas, 9. 50. Tenegon/daxe: 8(495)981-10-88/981-10-90
B nuye: Jupexmop Paduenxo H.A. ’ !

Hosepennoe auyo: Hexpacos P.A,
Hosepennocms: Ne 139/16 om 14.10.2016 2.

3AABIAET, UTOQ

nexapemeennoe cpedemeo: ITuxosum cupon ong demedi 150 ma, praxonv (1 '} 6 xomnnexme ¢ Ao*CKOM
dosupylowed, nauxu KapmoxKote, pez. Ne IT NO13559/02 om 31.08.2007 (dama samener PY 23,04.2018), cepun
C74334, napmus 30265 ynaxosox, 200ex do 01,01.2021, npouseodcmea AO "KPKA, 0,0, Hoso mecmo”,
Crogenus, "KRKA d.d, Novo mesto”, Smarjeska cesta 6, 8501 Novo mesto, Slovenia , xod OKIIN2 21.10.51.129,
x0d TH B3N 2106909809, konmpaxm Ne 011/2015 om 20.07.20135, imsotic Ne 90332697 om 04.02,.2019 )

COOTBETCTBYET TPEBOBAHHAM
IIN013555/02-230418

JEKJTAPANHSA IPXHSITA HA OCHOBAHUH

Cepmugpuxam coomeememeaun cucmemer menedcrenma kavecmsa 6 Cucmeme cepmugpurayuy FOCT P Ne
POCC SLHCI11.K01271, cpox defiemsus ¢ 01.06.2018 2. 30 01,06,2021 2, Opzan no cepmugpurayuy cHemem
menedoemenma BHUYIC-CEPT AO «BHHFICy, 123557, 2.Mocxea, Onexmpuneckuii nep., dom 3/10, cmpoenue ];

Cepmupuram ananusa Ne 6/n om 01.02.2019, KRKA, 0. 9., Hogo mecmo L
HATA HPRHATHA NEKJTAPAITHNA 08.02.2019
01.01.2021 )
@/é Hekpacos PA
n%’:tb o.H.0

CBEJEHMSI O PETUCTPAIIAHA

Aig
HOKYMEHTDB

AEKJIAPAIIAA O COOTBETCTBUH 3APETUCTPRPOBAHA
RA.RU.10PA01 dedepansran cryxchba no axkpedumayuu Pocakkpedumarus, adpee opzanusay r{\ il
Mocxea, yn.Basunosa, 0.7, men.: +7 (495) 539-26-70; Cailm Peecmpa dexnaparyuii o coomeemcm@:ﬁmgyu ;
sxnIoYERHON 6 eQunbLil nepevens npodyryuu PP;
https:/ipub fsa.gov.ru/rds/declaration

Y

PETACTPAYIHOHHBIA HOMEP AEKJIAPATIMHA POCC RUJ-SLPA01.A.20214/19
JATA PETHCTPAIMY  08.02.2019
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(T4 KRKA

KRKA,d.d., Novo mesto

Kon Ne: 7A6065 5 OTHENEHUE
MpoaykT: MukoBuT® (MonuBUTaMUH) cupon AnA feTen YNPABNEHUA
KAYECTBOM

;(*)J'laKOHbI TemHoro crekna) 150 mn |
B KOMMIEKTe ¢ JTIOXKoU go3uposouHon/ Ne 1

Smarjeska cesta 6

MapTus Ne: C74334 8501 Novo mesto
Aara Bbinycka. 01.2019 Slovenia
Hata ucteveHus Tel: ++386 7 3313 333
CpOXa rofHOCTH: 01.2021 Fax: ++386 7 3312 086
MeTton aHanvaa: KPKA
Ynakoska: 1 x 150 mn gEPTM(DMKAT
HAJTU3A
Dara:01.02.2019
Ctpanuua: 1/ 2
Tecr Cneuudmrayus PesynkTath
Onucanue ['ycran, BACKaRA, ONANecUUpyIDLLEn KWAKOCTb oT CooTsercrayeT
CRETNO-XenToro 10 KOpUYHEBATO-OPEHXeBoro Usara
C 3anaxoM LUTPYCoBbix, [lonycTyMo NpUCyTeTEWe
/183 BUANMBIX BRITIOHEHWH,
Wasnekaembill 06LeM - Cpeatunii oBuem chnakoHa 150 mn He meHee 150 Mn CootaercreyeT

MNMoanuHHOCTE BUTaMUHa C- TCX

Mo NMHHECTL BUTaMUHA A-nansMutara-(B3XX)

WaenTuchukauun Butamuna B1-(BIMX)

HaeHTudmKaLus BuTamiHa B2 HaTpus docchata-(BINX)

WaenTuthukauna BuTamuHa B6-(BIHK)

ToANMHHOCTL HUKOTHHAMUAS-(BIMKX)

MaenTudukauns sutamMuna D3 (BIMX)

OCHOBHOA@ NATHO HA XPOMAaTOrpamMe WCNLITYEMOro CooTeercrayer
pacTeopa (SaS) 40MKHO COOTBECTBOBATL NO
aHaueHuio Rf U UBeTY nATHY Ha bpoMarorpame
crangapTHoro pacreopa (SS).

Bpemn YAePKUBAHUA OCHOBHOrO NUK2 HA
Xpomarcrpamme ucnuTyemoro pactsopa (SaS)aonkHo
COOTBETCTRORATL BPeMeHN YAepXKNBaHIA Nuka
BUTaMWHA A NanbMUTaTa Ha XpoMaTorpaMme
craKaapTHoro pacreopa (SS).

BpeMa yAepHUBaHNA OCHOBHOO NUKa Ha
XpOMaTorpamMMe UCTULITYEMOro pacTeopa
(SaS)A0MKHO COOTBETCTBCRATE BPEMEHU
YASPHMBAHUA NUKa BUTAMUHA B, Ha xpomaTtorpamme
CTaHgapTHoro pacteopa (SS).

BpemMs ygepXueanHina OCHOBHOTO Nitka Ha
XpOMaTorparMme UCNMLITYSMOTO pacTaopa
{SaS)A0MmKHO COOTBETCTBOBATE BPEMEHH
YASPHABAHKA NUKa BUTAMUHA B: Ha XpoMaTorpamme
cTangapTHoro pacragpa (SS).

BpemA yAEPKUBAHNA OCHOBHOIO MUKa Ha
XPOMATOrPaMMe MCMULITYEMOro pacTeopa
{SaS)aomKHo COOTBRTCTBOBATL BpEeMEH
YAGPKUBAHUSA NUKA BUTaMuHa Bs Ha xpomarorpamme
cranpapTHoro pacteopa (SS).

BpeMs yaepxUBaHUA OCHOBHOIO NUka Ha
XpoMaTorpaMme UCNULITYEeMOro pacTeopa
(SaS)aomKkHO COOTBETCTBORATL BPEMEHU
YASPWUBAHWA NUKA BUTAMUHA HUKOTUHEMUAA H,
XpoMarorpaMMe CTaHgapTHOro pacraopa (SS)!
Bpera yaepusaHuA 0CHOBHOTC NNKa Ha
XPOMaTorpaMmMe UCnubITYeMOro pacTeopa
(Sa5)a0MKHO COOTBETCYROBATL BPEMEHU N
yAEPKUBAHUA Nuka BuTaMuHa D3 Ha xpoMaTorpa ME

CooTeeTcrayer

CooTeercrayer

CooTsercrayeT

Cooreetcrayer

Cooteerciayer

[andbift cepriudhukaT aHanuaa iMeeT 3NeKTPAHHYIC NOANMCH. .
CepTntukaT cO3AaK ABTOMATHHECKH BaNWAMPOBAHHOMR KOMRLKTEPHOR NporpaMMoid.
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(T4 KRKA

KRKA,d.d., Novo mesto

Koa Ne: 7A6065 OTAENEHWUE
Mpoay«T: MukoBuT® (MonuBUTaMUH) cugon AnA geren YNPABNEHUA
,cbnaxou bl TeMHoOro crexna) 150 mn KAYECTBOM
B KOMMJIEKTe ¢ Noxko ao3upoBoyHoit/ Ne 1 Smarjeska cesta 6
Naprys Ne: C74334 8501 Novo mesto
[ara sbinycka: 01.2019 Slovenla
Hara ucredeHun Tel: ++386 7 3313 333
CpoKa roAHocTV! 01.2021 Fax: ++386 7 3312 086
MeTon aHanusa: KPKA
Ynakoska: 1 x 150 mn CEPTUOUKAT
AHAIU3A
[ara: 01.02,2019
Crtpanuua: 2/ 2
TecT Cneuugukarius PesynsTarh

WaeHTugbukayun euTamnia D-nanteron-(B3XX)

MoanNuHHOCH - GeH30fHan kuenora - BAMX

MrerHoCTb
pH

KonuuecreeHHoe onpeAeneHue Buramuna A nansMuTaTa

KonuuecTeeHHOe ONpeAeneHue sutamuna B1

KonuuecTeeHHOE ONpejeneH1e BUTamMnHa B2 Hatpua docgara

KonwyecTeeHHOS ONpegenaHue suTamusa B6
KonwuecTrenHoe anpejenetue Butamud C
KonuuecreeHHoe onpeaeneHue HUKOTUHEMUAE
KonuuecTeeHHoe onpeaenetue D-nanteHona

KonuyectserHoe onpeaenexe HaTpus feHsoarta

KonuuecTeeHHoE onpesenerue - BATaMUK Da
MukpoBuronoradeckan wicrota - TAMG
MukpoBuonoruseckan yucrota - TYMC

MukpoGroneruyeckas uucrota - Escherichia coli
T TecTapoBanne He NPOBOAKTCA Ha KaXAOH NapTu (NPArpamMma MOHUTODUHTA NPEAYCMATPUBAET TecTMpOBaHme Kak MUHIAMYM OAHOW NapTWi B FoA).
HacToRIUM rapaHTUpyeM, YTO ABHHARA NapTUA COOTBETCTBYET BCem TpeboraHuaM,

KPKA, 4.5 HOBO MeCTo rapanTupyeT COOTBETCTBUE K4UECTEA NPEnapaTa o BCEM 0CTANbHEIM fnokasaTenam, BKNDYeHHEM B HI,

cTaHaapTHoro pacteopa (SS).

BpemA YAepKWUBAHNA OCHOBHOTO NUKa Ha "1
XpOMarorpamMMme NGULITYaMOro pacreopa

(SaS)A0MKHO COOTBETCTBOBATH BPEMEHU

YASPKUB3HIAR Nkka D-naHTeHoNa Ha XpomMaTorpamume

eTaHaapTHoro pacteopa (SS).

BpemA yAEp}UBaHKA CCHOBHOTO NKA HA *1
XpoMarorpamMme uenuITyemero pacreopa (Sas)

LOMKHO COOTBETCTBOBATL BPEMEHU YASPXUBAHUA

nuka GeH30NHOH KUCNOTh! HA XpomaTarpaMme

cTaHgaprHoro pacteopa (S8).

Or 1,28 po 1,34 riew® 1,29

30 - 40 34

90,0 - 165,0 % OT 3aABNEHHOTC KONWYecTBa 128,8

80,0 - 150,0 % OT 3aRBNEHHOTO KONUYEeCTBa 120,2

80,0 - 150,0 % oT 3afABreHKOro konNu4ecTea 123,56

80,0 - 1580,0 % oT 3aABNEHHOrO KonuyecTaa 1074

90,0 - 150,0 % oT 3aABreHHOrO KonKuecTaa 1452

90,0 - 150,0 % ot 3aABNEHHOrO KONUYeCTBa 108,89

80,0 - 150,0 % OT 3aRBNEHHOIO KONMHECTBA "1
80,0 - 120,0 % OT 3aABNEHHOro KONMHECTaa *
90,0 - 165,0 % oT aaABREHHOro konuyecraa *
He Gonee 100 MUKPOOPraHUaMoB/MN <10

He Gonee 10 MUKpOOPraHW3aMoB/Mn <10

oTcyTcreyer B 1 mn CooTBeTcTBYeT

[lafitiblii Npenapar BLINYCKAETCA B COOTBETCTBUH ¢ TEKYLUMK TpeboranuaMn GMP.

[aTa BeIfyGKa HA PbIHOK:
31.01.2019 M:Ei

Ala
\ AOKYuiEr e

[aHHui cepTUMUKAT aHanMaa uMeeT JeKT|
CeprudiukaT codfaH asToOMaTMMeCKn Banva

POHHY NOANUCEH. a
VPOBAHHOM KOMNLIOTEPHOR NPOrPaMMOH. I

TEIIRLI A
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Hudopmauns o 3aperucTpHpOBaHHOM AeKapcTBEHHOM Npenapare:

S Toprusoe nausenoaaine MukoBHT®
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