OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

®nebdasen, 1000 Mr, TaGIETKH, MOKPHITHIC TIICHOYHOH 000JI0UKOH

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JleiicTByro1iee BEMIEeCTBO: OYHMILIEHHAs MUKPOHU3UPOBaHHAs (hiaBoHOUIHAS Ppakuus (AMOCMUH
+ (pmaBOHOUIBI B IIepecyeTe HA TECTIEPUANH).
Kaxnas Ttabnmerka coxepxut 1000 Mr OUYMIIEHHOH MHKPOHM3WPOBAHHOW (HJIaBOHOMIHON
dbpakuuu [arnocmus (90 %) 900 mr + daaBonou sl B iepecuete Ha recriepuaut (10 %) 100 mr],
YTO COOTBETCTBYEeT 1226 MI' OYHMIIEHHOW MHUKPOHU3UPOBAHHOW (PIIaBOHOMIHOW (pakuuy,
CyOCTaHIINH - TPAHYJIBL.
BcnomoraTenbHble BelecTBa, HAJIMYKWe KOTOPBIX HAJO YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cMm. paszaen 4.4.).

[TonHbIi TepedeHb BCIIOMOTATEIBHBIX BEIIECTB MTPHUBEIEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.
OBasibHbIE, ABOSIKOBBITYKJIbIE TAOJIETKH, TOKPBITHIE MJIEHOYHOU 000JI0YKON OpaHKEBO-PO30BOIO
L[BETa, C PUCKOM Ha OJTHOM CTOPOHE.
Jluaus pasznoma (pucka) NpeAHa3HA4YeHa JMIIb S pazaMbIBaHUS C LENbI0 OO0JIeryeHus

nporijaTbIBaHUA, a HC JJIA pa3ACIICHHA Ha PaBHBIC 1O3bI.

4. KIIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Ipenapar ®nebaBeH moka3aH K MPUMEHEHHUIO Y B3POCIBIX B Bo3pacTe oT 18 jeT u crapie ams
Tepanuyu CUMITOMOB XPOHHYECKUX 3a00JIeBaHUI BeH (yCTpaHEHHs U 00JIerYeHusl CAMIITOMOB).
Tepanust CHMITOMOB BEHO3HO-JIUM(pATUUECKON HEIOCTaTOYHOCTH:

e 00Jb;

® CyJOpOrM HWKHUX KOHEYHOCTEM;

® OUIYUICHHE TSKECTHU U PaclUpaHus B HOTax;

®  «yCTaJoCTb)» HOT.
Tepanus TposBICHU BEHO3HO-TMM(aTHIECKON HETOCTATOUHOCTH:

® OTEKU HI)KHUX KOHEUHOCTEH;

® TpO(l)I/ILIeCKI/Ie U3MCHCHHA KOXKH U HOI[KO}KHOI\/'I KJICTYAaTKU,



® BEHO3HbIE TPO(YUUECKHE 3Bl HOT.
CuMnToMaTHuecKas Teparus OCTPOro U XpOHUYECKOTO reMOpPPOsL.
4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

PexxuM J103upoBaHus

PexomeHnyemas no3a mpu BEHO3HO-TUM@aTHYecKOM HenocTaToyHocTd — 1 Talnerka B CyTKH,
IPEANOYTUTEIBHO YTPOM.
Pucka nHa TtabieTke mpeqHa3HaueHa HCKIIOUUTENIBHO JUISL ACTCHHUS C IeNbI0 OOJerdeHus
IIPOIJIAThIBAHMUS.
[TpooIKUTENBHOCTh Kypca JICUEHUS] MOXET COCTaBJSATh HECKOJIBKO MecsleB (BIUIOTh M0
12 mecsues). B ciiyuae moBTOPHOTO BO3HMKHOBEHUSI CHMIITOMOB IO PEKOMEHJAllUU Bpada Kypc
JICYEHUSI MOKET ObITh IIOBTOPEH.
PexoMenayemas 103a pu OCTPOM reMoppoe — 3 TaOJIeTKH B CYTKH (110 1 TablieTke yTpoMm, JHEM
U BeuepoM) B TeueHue 4-X jaHeH, 3areM 1o 2 TabineTku B cyTkH (mo 1 TabieTke yTpoMm HU
BEYEPOM) B TEUEHHUE MOCIEAYIOMHUX 3-X JHEH.
Pexomenyemas 103a npu XpoHHUYECKoM reMoppoe — 1 Tabierka B CyTKU.

eTu
bezonacHocTth U 3¢ dexTuBHOCT, NpuMeHeHUs mpenapata PnebaBeH y neTell U MOIPOCTKOB
mutaze 18 et He ycTaHoBeHBl. JJaHHbIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

BayTpb, BO BpeMst npruema numn. TabeTKu ciexyeT mporiaTeiBaTh, 3aluBasi BOJAOH.

4.3. IIlpoTuBONOKA3aAHUS

['MnepyyBCTBUTENBHOCTh K OUHUIIEHHON MUKPOHU3UPOBAHHON (prraBOHOMIHON (ppakiuu u/uiam K
1r000My U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3nene 6.1.

4.4. OcoOble ykazaHusl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipu nedenun reMoppost HazHaueHHe mpernapata drebaBeH He 3aMeHSET cCreUu(UYECKOro
JeYeHHsl PYrux 3a00JjeBaHMN MPSIMOM KUIIKM M aHAIbHOTO KaHana. IIpum camocTosTensHOM
NPUMEHEHUH Tpernapara He MpeBbllIaiiTe MakCHUMalbHbIE CPOKM U PEKOMEHJOBAHHBIE JI03BI,
yKazaHHble B pazzene 4.2. B ToM ciydae, €Ciau CHUMIITOMBI F€éMOpPpOsi COXPAHSAIOTCS IOCIEe
PEKOMEHIyeMOr0 Kypca TepanuH, CleAyeT MPOUTH OCMOTP y MPOKTOJIOra, KOTOPbIN moadeper
JAJBbHEUIIYIO TEPATUIO.

[lpy HanuuuM HapyHIEHWH BEHO3HOTO KPOBOOOpAIlEHUS MaKCHUMaJbHBIM 3(PQeKT nedeHus
o0ecrieunBaeTcs COYETAHHEM TEpanuu C JOMOJTHUTEIbHBIMU JIe4eOHO-TIPOPUIAKTHYECKUMU
MEPOTIPUATHAMHU/3I0POBBIM  (COATAHCHPOBAHHBIM) O00pa30M JKHM3HHU: KEJNaTelIbHO u30eraTh

J0JIr'Oro HpGGBIBaHI/ISI Ha COJHIEC, JJIUTCIBHOIO Hpe6LIBaHI/IH Ha HOT'ax, a TaKXXC PCKOMCHIAYCTCA



CHI)KEHHME HM30BITOUHON Macchl Tena. [lemme mporyinku M, B HEKOTOPBIX CIIydasX, HOIIEHHE
CHEHATBHBIX UyJIOK CIIOCOOCTBYIOT YIIYUIICHUIO IUPKYIISILIUN KPOBH.

BcrnioMmorarensHble BEIECTBA

JlaHHBI mperapaT coaepXuT MeHee 1 MMosib Hatpus (23 Mr) Ha 1 TabneTky, TO €CTh, IO CyTH,
HE COJEPKUT HATPUSI.

4.5. B3aumMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMH IpenapaTamMu W JApyrue BH/bI
B3aMMO/1eliCTBUA

HccnenoBanue B3auMOJICHCTBUS HE POBOIUIIUCE.

Jlo HacTosiiero BpeMEHH HE COOOMIaoch O KIMHUYECKH 3HAYUMBIX JIEKApPCTBEHHBIX
B3aUMOJICCTBUSAX BO BPEMsI IIOCTPETUCTPALIMOHHOTO TPUMEHEHUS TIpenapara.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTH

JlanHple O TNpPUMEHEHUM OYMIIEHHOW MHUKPOHU3UPOBAHHOW (IaBOHOMIHOW (dpakuuu y
OepeMEeHHBIX >KEHIIUH OTCYTCTBYIOT WJIM OTPaHUYEHBI.

HccnenoBanusi Ha JKMBOTHBIX HE BBISIBUIM PENPOAYKTUBHOM TOKCHMYHOCTU. B KauecTBe
OpeaynpeIuTeIbHON Mepbl MPEANOYTUTENIbHO He NpUMeHATh npenapat drnebaBeH BO BpeMms

OEpEeMEHHOCTH.

JlakTanus

HeusBecTHO, MNpOHUKAeT JM OYMIICHHAs MMKPOHM3MpOBAaHHAs (JIaBOHOWAHAS (paKuus
(MeTaboauThI) B TPYTHOE MOJIOKO YEJIOBEKA.

He uckitouen puck Juisi HOBOPOXKACHHBIX M J€Tel rpyAaHoro Bo3pacra. HeoOxonumo nmpuHATH
peuieHre JMOO O TMpPEeKpalleHWd TPYyAHOTO BCKapMIIMBaHMsA, JMOO 00 OTMEHe Tepamnuu
npenapatoM PrnedaBeH, NpUHUMas BO BHUMaHHE I0JIb3y IPYAHOTO BCKapMIIMBaHUS /7151 peOeHKa
H IOJIB3Y TEPAIIUN JJIA )KCHIIUHBI.

DdepTUIbHOCTD

HccnenoBanus penpoAyKTHUBHOM TOKCHMYHOCTH HE IOKA3ajdd BIMSHHUA Ha PENPOAYKTHBHYIO
(GYHKIIHIO y KpBIC 000€ro mnona.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPeIACTBAMH U padorarh ¢
MeXaHU3MaMHu

Knunnueckne wucciaenoBaHusl 1O W3YYEHHIO BIUSHUSA OYMINEHHOW MHUKPOHHU3MPOBAHHOU
(1aBOHOMAHOM (paKIMK HA CIIOCOOHOCTDH YIPABIATH TPAHCIIOPTHBIMH CPEACTBAMU, PabOTaTh C
MEXaHU3MaMHM U BBIIOJHATH paboTy, TpeOyIUIyl0 BBICOKOH CKOPOCTH ICUXHYECKHX H
¢Gu3nyeckux peakuuid, He npoBoAuiaMCch. OJHAKO Ha OCHOBAaHMM JOCTYNHBIX JaHHBIX IO
0€3011aCHOCTH MOKHO C/IeTIaTh BBIBOJ, YTO npenapaT deGaBeH He BIUACT (HE UMEET 3HAaUUMOTO

BJIMSIHUS) HA CLIOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU CPEJCTBAMU M paboTaTh C MEXaHU3MaMHU.

3



4.8. HexkennaTeibHbIe peakunuu

Pesrome npoduiist 6e3onacHocT

HexenarenbHple peakiuy OYHUINEHHOH MHUKPOHH3UPOBAHHOM (IaBOHOMIHOW  (ppakium,
HaOJroaeMble B XOJI€ KJIMHUYECKUX HCCIIEIOBaHMM, ObUIM JIETKOH CTENEHU BBIPAKEHHOCTH.
IIpeMyIIECTBEHHO OTMEUYaIMCh HApYyIICHHS CO CTOPOHBI JKEIYJOYHO-KHMILIEYHOIO TPaKTa
(Imapest, qUCHEIICHs, TOLIHOTA, PBOTA).

Tabauunoe pPE3IOME HEXKENATCIbHBIX PEaKIINA

Coo0manoch 0 CIEAYIONMUX HEXKEIaTeIbHBIX PEAKIHIX WIN SIBICHUSAX, MPHUBEICHHBIX 10
94acTOTE BO3HUKHOBEHHUS: oueHb yacto (> 1/10), gwacro (> 1/100, no < 1/10), Hewacro (> 1/1000,
HO < 1/100), penko (> 1/10000, Ho < 1/1000), ouens peako (< 1/10000), yacroTa HEU3BECTHA
(Ha OCHOBaHWHY UMEIOIINXCS JAHHBIX OICHUTh HEBO3MOXKHO).

Taoauna 1

CBojHasi Ta0dJaMIa HeKeJATEeJbHBIX peaKklHii, CBA3AHHBIX ¢ NMPUMEHEHHEM OYMIEeHHOM

MHKPOHHM3MPOBAHHOH (pJ1aBOHOMAHON GpaKkuumn

Yacrora BCTpEYAEMOCTH HexenareabHas pPeaxknus

Hapywenus co cmoponvl nepsHoti cucmemvl

Penko ['onoBokpy>keHue, rojIoBHas 00Jb, 0011Iee HEJJOMOTaHNE

JKenyoouno-kuweunvie HapyuieHus

Yacto Huapes, nucnencusi, TOIHOTA, pBOTa
Heuacto Komut
Yacrora HeM3BecTHA™ Bomnr B xxuBOoTE

Hapymeﬁuﬂ CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

Penko KoskHas cbInb, KOXKHBIN 3y, KpallMBHHLIA

Yacrora HenspBecTHa* N3onupoBaHHbII OTEK JIa, ryo, BEK. B

HCKIIFOYUTECIBHBIX ClIydasaXx aHFI/IOHeBpOTI/I‘-IeCKI/Iﬁ OTCEK

*Onvim nocmpezcucmpayuoOHRoc0 NPUMEHEHU

COO6HI€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo coo0mare O MOA03pEeBaEMbIX HEXENATeNbHBIX PEAKIMAX IOCIEe PEerucTpaliu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeyeHnsl HePEephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«T10JIb3a — PHUCK» JIEKAPCTBEHHOTo TMpemnapara. MeauIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo0mare 0 JOOBIX MOJ03PEBACMBIX HEKENNATEIBHBIX PEAKIMIX JICKAPCTBEHHOTO Iperapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOIICHUST O HEXEJIAaTeIbHBIX PEaKIUsAX rOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickasa ®eoepayus

109012, r. MockBa, CraBsiHcKkast 1il., A. 4, cTp. 1



®denepanpHas cayx0a 1Mo Haa30py B chepe 3apaBoOXpaHEHUS

Ten.: +7 (800) 550 99 03

Anpec s1. noutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 1. 13, B[ «Hypcayner 2»

PI'TI na [IXB «HauuoHanbHbI LEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
u3nenuit» Komutera MemumuHCKOro #  (apManeBTUYeCKOoro KOHTpois MuHHCTepcTBa
3npaBooxpaneHus Pecyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 2. moutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

4.9. [lepeno3upoBka

CumMnTOMbI

JlaHHBIE O cay4asx TepeJO3HMpPOBKH OYMIICHHOW MHMKPOHHU3UPOBAHHOW  (hIIaBOHOMIHOM
bpakiueii orpanudeHbl. Hambonee 4YacThIMU HEXKENATENbHBIMH PEAKIUSMU B  CIydasx
NepeI03UPOBKHU OBUTH JKETYJOUHO-KHUIIIEUHbIe HAPYIIEHHS (napesi, TOIIHOTA, O0JIb B KUBOTE) U
KOXKHBIE PEAaKIIMH (3y, CHIIb).

Jleuenue

ITomomp IIpU IEPCAO3UPOBKE NOJIKHA 3aKIIIOYAaThCA B YCTPAHCHU N KIIMHUYCCKUX CUMIITOMOB.

5. ®APMAKOJOTHMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA
dapmakoTepaneBTHUECKasi ~ TPYIIa:  aHTUONPOTEKTOPBl;  KaNWUIIPOCTAOMIN3HUPYIOLIHE
cpezacTBa; 6uo¢IIaBOHOUIBI.
Koxg ATX: CO5SCAS3

MexaHn3M IeiCTBUS

OunnieHHass MUKPOHU3UPOBaHHAs (iaBOHOMAHAs (Ppakius 00JanaeT BEHOTOHU3UPYIOUIUM H
AQHTMONPOTEKTUBHBIM CBOWCTBAMM.

OuuiieHHas MUKPOHM3UpOBaHHAs (IaBOHOMAHAS (PpaKlMsl YMEHBIIAET PacTSHKUMOCTh BEH U
BEHO3HBIA 3aCTOM, CHMKAET NMPOHUIAEMOCTh KANWJIISAPOB W IOBBIMIAET UX PE3UCTEHTHOCTD.
Pe3ynbraThl KIMHUYECKUX MCCIIEJOBAHUN TOATBEPkKAAIOT (HapMaKOJIOTUUYECKYI0 aKTHBHOCTD
OUYMINEHHOW MUKPOHU3UPOBAHHON (DIaBOHOMIHON (pakiMu B OTHOIIEHUH IOKa3aTesnen
BE€HO3HOI reMOJMHAMUKH.

dapmakognaamuyeckue 3P HeKTeI




CTaTHCTHYECKU JOCTOBEPHBIM 10303aBUCUMBIN  3(PdeKkT ObuT MPOAEMOHCTPUPOBAH IS
CJICAYIOUINX BEHO3HBIX IUIETU3MOTpaUUYeCKUX IapaMeTpOB: BEHO3HOH EMKOCTH, BEHO3HOM
pPacTSHKUMOCTH U BPEMEHH BEHO3HOTO OINMOpOXKHEHHA. ONTHMalbHOE COOTHOIICHHE «J103a-
s dexr» Habmoaaercs npu npueme 1000 mMr B 1eHb.

OuwiieHHass MHUKpPOHU3HMpOBaHHas (raBoHOUIHAS (pPAKIUs TOBBIIIAET BEHO3HBIM TOHYC!
METOIOM BEHO3HOHM OKKIIFO3HOHHOHM IuieTH3MOrpaduu ObLIO MOKa3aHO YMEHBIICHHE BPEMEHU
BEHO3HOTO OINOpOKHEHHs. [IpH OIEHKE METOJOM AaHTHOCTePEeOMETPUU Yy TAlUEHTOB C
MpU3HAKaMU BBIPAKEHHOTO HAPYIIEHUS MUKPOLUPKYJSIUU TIOCIe JIEYCHHUs] OTMedyaeTcs
CTAaTHUCTUYECKU 3HAYMMOE TOBBIIICHHE PE3UCTEHTHOCTH KAMILISPOB [0 CPAaBHEHUIO C MIIaneoo.
JlokaszaHna TepaneBTuyeckas 3(p(QeKTUBHOCTh OUMIIEHHOW MUKPOHU3WPOBAHHOHN (hIIaBOHOUIHOM
(dpakuy B JICYCHUHA XPOHUICCKUX 3a00JICBaHII BEH HUKHUX KOHCYHOCTEH, a TAaKXKe B JICUCHUH
reMOopposl.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Wccnenosanus IpOBOAMINCEH TOCHE TIEPOPATBHOrO IIpHEMa JeKapCTBEHHOro mpemnapara ¢ ~4C-
MEUEHBIM JHOCMHHOM M TIOCJIE€ OJHOKPAaTHOTO MEPOPAIBHOTO IpHEMa OYHIICHHOU
MUKPOHU3UPOBaHHOU (hrraBoHOMAHOU (ppakimu 500 Mr 310pOBBIMH J100POBOIBIIAMH.
Abcopbrus

ITociie 0JHOKPATHOTO MePOPaTbHOTO mpueMa ~*C-MeueHoro AMOCMHUHA MOKA3aTeNlh BCAChIBAHUS,
paccYuTaHHBIN Ha OCHOBE OOIIEr0 BHIBEICHUSI TOYKaMH, cocTaBui 58 %.

Pacnpenenenue

MaxkcuManbHble KOHIICHTPAI[MH OYHINEHHOW MHUKPOHH3UPOBAHHOW (praBOHOMTHON (pakiuu
MoCJIe €€ OJTHOKPATHOTO MepopalibHOTO mpremMa B o3¢ S00 Mr B TurasMe KpOBH JIOCTHTAIOTCS B
teueHue 12 v (B nuamazone ot 8 10 24 u).

BI/IOTDaHCd)ODMaL[I/Iﬂ

OunmieHHass MUKpPOHU3UMpOBaHHas (aBOHOMAHAs (pakuus MOABEPraeTcs AaKTUBHOMY
MeTaboNIu3My, YTO MOATBEPKIAAETCS IPUCYTCTBUEM B MOUYE (PEHOJIOBBIX KUCIIOT.

JnocMuH MeTabonu3upyeTcst 10 arIMKoHa JUOCMETHHA, KOTOPBIH B TalbHENIIEM MpeBpaliaercs
B DJHTEPOLUTaX B LUPKYJUPYIOIIME IPOU3BOJIHBIE TIIIIOKYPOHOBOW KHCIIOTBI WU Ppa3INYHbIE
(eHOIbHbIE KUCIOTHI, BKIIIOYAsi TUIITYPOBYIO KUCIIOTY.

OJIMMUHANSA

B nepBeie 24 4 nocie 0AHOKPATHOTO MEPOPAILHOTO MpHUeMa BbIBEICHHUE MPOUCXOIUT IIIaBHBIM
o0pa3oM TOYKaMH, OpPU HTOM 3a YKa3aHHBIA mnepuon BbIBOAUTCS 31 % OT mNpHUHATOM
nepopanbHoit 10361, [Ipu monHoMm BeIBeneHuu npenapara 109 + 23 %, 58 + 20 % ot npunsTOi
JI03bI BBIBOAMTCS TOYKaMu, a 51 + 24 % OT mpUHATON 103bI BBIBOAMTCS 4Yepe3 KHIICUYHUK

(ocHOBHasI YyacTh Mpenapara, BelesieMast Yepe3 KUIISeYHUK, BEIBOJUTCS uepe3 24 u).



ITo pe3ynpTaTaM M3MEpEeHHUsI KOHLIEHTPAUUH JUOCMETHHA B IJIJa3ME€ KPOBH ITOCIIE OJHOKPATHOIO
nepopanbHoro mnpuema 500 Mr OYHMIEHHOH MHKPOHH3HPOBAHHOW (raBOHOMIHON (pakium
NIEPUO/T €TO MOTYBBIBEACHUS COCTABISAET MPHOIM3UTENbHO 11 .

5.3. JlaHHbIe JOKJIMHHYECKO 0e30macHOCTH

IIpy OAHOKPATHOM M MHOTOKPAaTHOM IIEPOPATIbHOM BBEICHUM OYMILEHHON MUKPOHU3UPOBAHHOM
(1aBOHOMAHON (PpaKIMK MbIIIaM, KpbicaM U 00€3bsiHaM B BBICOKMX J103aX HE OBLJIO OTMEUYEHO
TOKCHYECKOTO WJIM JICTAIbHOTO JEHCTBUSA, a TakKe HE OBLIO BBISBICHO IOBEIECHYECKHUX,
OMOJIOTUYECKNX, AHATOMMYECKUX WJIM TUCTOJOTMYECKHX HapyuieHud. B uccienoBaHusx Ha
KphICax M KpOJUKAX HMOPHUOTOKCUYECKHE WM TepaToreHHble 3(P(EeKThl HE OTMEYaIUCh.
OunmieHHass MUKPOHM3WpOBaHHas (IaBOHOWMIHAS (pakUus HE OKa3blBaeT BIHMSIHUSA Ha
deprmiibHOoCcT. B mccnmemoBanusx iN VIitro uw in VIVO He OBbLIO BBISIBICHO MyTarcHHOTO

IHoTCHIHajIa.

6. ®PAPMAIIEBTUUECKHUE CBOWCTBA
6.1. Ilepeuenb BCIOMoOraTe/ibHbIX BellleCTB
Anpo
Lennronosa mukpokpucramtnueckas (tum 101)
[ToBumon (K30)

[emrono3a mukpokpucTaunyeckas (tum 105)
KapOoxcumerunkpaxmai HaTpus (Tun A)
Tanpk

Marnus creapat

0O00104YKa IIIEHOYHAS

Kpacutens xene3za okcup kpacHslil (E172)
Kpacurens xeneza okcup xxentoiit (E172)
I'mnpomennosa

Turana quokcun (E171)

Tanpk

[IponuneHrnukoIb

6.2. HecoBmecTUMOCTD

Henpumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roga.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

JlexapcTBeHHBIN TIpenapat He TPeOyeT CreNUaTbHBIX YCIOBUN XpaHEHUS.



6.5. Xapakrep M coaepkaHue NEPBUYHON YIIAKOBKH

ITo 8 nnm 10 Tabnerok B GimcTepe U3 MICHKH MOJUBUHUIXIOPHIA U (DOJIBI'H ATFOMUHUEBOM.

[To 4, 8 6mucrepoB (1o 8 Tabnetok) mumu 3, 6 GmucrepoB (o 10 TabeTOK) BMECTE ¢ JTUCTKOM-
BKJIAJIBIIIIEM TTOMEIIAIOT B MAYKy KaPTOHHYIO.

He Bce pa3mepsl ynmakoBOK MOTYT ObITh JOCTYIIHBI JIJIsl peaiu3aliii.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TMPH YHUUYTOKEHHH  HCMOJIH30BAHHOIO
JIeKAPCTBEHHOr0  Mpenapara WJIH  OTXOJA0B, MOJYYeHHBIX IOCJie TPUMEHeHHUs
JIEKAPCTBEHHOI'0 Npenapara, u Apyrue MaHUNyJsIMHU ¢ penapaTomM

Het ocoObix TpeOoBaHMIl K YTHUIH3AIIH.

Becp ocraBmmiics JIEKapCTBEHHBIM IIpenapar M OTXOJbl  CIEAYET YHHUYTOXHUTb C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe60BaHI/I$[MI/I.

7. JEPXKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns
000 «KPKA-PYCy», 143500, MockoBckas 001., r. Mctpa, yin. Mockosckasi, a. 50
Ten.: +7 (495) 994 70 70
®daxkc: +7 (495) 994 70 78
Anpec 351. mouTtsl: krka-rus@krka.biz
7.1. IlpeacraBure/ib AepKaTe/ss perUCTPAllMOHHOIO YA0CTOBEPEHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickasa ®edepayus

000 «KPKA-PYC»

143500, MockoBckast 00i1., r. Mctpa, yin. MockoBckasi, 1. 50
Ten.: +7 (495) 994 70 70

dakc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Kazaxcrtan»

050040, r. Anmatsl, Mukpopaiton KOKTEM-1, nom 15A, o¢puc 601
Ten.: +7 (727) 311 08 09

Anpec 2. moutsl: info.kz@krka.biz

8. HOMEP PETMCTPAIIMOHHOTI'O YIOCTOBEPEHMSI
JITI-Ne(000834)-(PT-RU)



9. JTATA NEPBUYHOM PETUCTPAIIAU (IIOATBEPKJIEHUS PETUCTPAIIUH,
INEPEPETUCTPALINN)

Hata nepBoii peructpauuu: 25 mas 2022 r.

10. JATA NEPECMOTPA TEKCTA
4 nexabpst 2025 r.

OO61as xapakTepucTHKa JeKkapcTBeHHOTo npemnapara dnedaBeH noctynHa Ha HHHOPMAITMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHONW CEeTH

«Uutepuer»: https://eec.eaeunion.org.



