COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.11.2024 N2 26470

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

CepmuoH, 10 Mr, TabneTKH, MOKPHITBIE 000JI0YKOM

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB

JlelicTByro1IE€e BELIECTBO . HULIEPTOJIUH.

Kaxxnas tabnerka conepxut 10,0 Mr HUuIIeprouHa.

BcenomoraTenbHble BelecTBa, HAJIMYKWE KOTOPBIX HAJ0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara; KapMerio3a HaTpusi, caxaposa (cM. pasuen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTKH, MOKPHITEIE 000I0YKOH.

Kpyrible, 1BOSKOBBINYKIIbIE TAOJIETKH, TOKPBITHIE 000JI0UKOM, OEIOT0 1BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

JlexapcTBeHHBIH npemapar CepMHOH MPUMEHSETCS TI0 CIEAYIONUM TTOKa3aHUsIM Y B3POCIBIX B
BO3pacte ot 18 ner:

CuMnToMaTHuecKkasi Tepanusi KOTHUTHUBHBIX HapylIeHUWH, B TOM 4YHCIIE JAEMEHIMH, INpU
XPOHMYECKHX [EepeOpOBACKYIAPHBIX M OPraHMYECKHMX MOPAKEHUSX TOJOBHOTO MO3Ta,
COITPOBOXKIAIOIINXCS CHIDKEHHEM NaMsITH, KOHIEHTPAIIM BHUMAHHS, MBIIIICHNS, aKTHBHOCTH,
HOBBIIIEHHON YTOMJISIEMOCTbBIO, SMOLIMOHATIBHBIMH PACCTPOICTBaMHU.

Ilpumeuanue: mnepes HayaJoOM JIEYEHUS HULEPTOJIMHOM HEOOXOIUMO YIAOCTOBEPUTHCS, 4UTO
JAHHBIE CHMIITOMBI HE SIBIIIIOTCS TIPOSBICHHEM JIpyroro 3a0oiyieBaHus (Kak Hampumep,
BHYTPEHHUX O0JIe3HEH, MCUXUATPUUECKUX MM HEBPOJIOTMYECKUX 3a00JeBaHMI) U HE TPeOyIoT

cneunuyeckoi Tepanuu.

4.2. Pe:kum 103UPOBaHNS M CIIOCO0 MPUMEHEHHU s

PexuM no3upoBaHus

PexomennoBanHas CyTOYHAad 103a COCTABJIACT 30-60 mr HUICProJinHa B 3aBUCUMOCTHU OT TAKECTU

CUMIITOMOB U UHAUBUAYAJIBHOI'O OTBCTA HA JICHCHUC Y MTAIIMUCHTA.
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Oco0bnIe I'pynIibl TAaMEHTOB

eTH
CepMHUOH HE TIOKa3aH ISl JICYCHHS JeTed W moapocTkoB muiammie 18 ner. besomacHocts u
s dextuBHOCTh Mpemnapata CepMuoOH y neTel B Bo3pacTe a0 18 jeT He ycraHoBieHBI. [[aHHbIC

OTCYTCTBYIOT.

Jluya noowcunoco 6o3pacma (cmapuie 65 nem)
CornacHo pe3yibTataM (papMaKOKHHETUYECKUX UCCIICAOBAHUH U HCCIICIOBAHUIN TIEPEHOCHMOCTH

JUISL 5TOM KaTeropuu MalMeHTOB He TPeOyeTcs] KOPPEKTUPOBKA JTO3BI.

HauueHmbl C NOYEYHOU HeOOCMAamoO4YHOCMbIO
HOCKOHLKy BBIBCACHUC YCPE3 ITOUKU SABJIACTCA OCHOBHBIM ITYTEM BBIBCACHUS HULICPI'OJIMHA U €TO
MCTa6OJ'II/ITOB, MNanyueHTaM € HapynIeHUEM (1)}/HKI_II/II/I MMOYCK PCKOMCHAYCTCA IIPUMCHATDH IIpCriapat

B 00Jiee HU3KUX TEPANEBTUYECKUX J03aX (CM. pazzaen 5.2).

Cnoco6 IIPUMCHCHUA

Jns npuema BHYTpb.

Ecnu He nporncano naoe, CepMHOH ClIeyeT IPUHUMATh COBMECTHO C IPUEMOM UK. TabneTku
clelyeT MPUHUMATh, 3aMMBas HEOOIBIIMM KOJIMYECTBOM JKUJKOCTH, HE Pa3KEeBbIBas.

ITpu Ha3HaYeHUM JIEUEHUS OAMH Pa3 B JACHb, PEKOMEHAYETCSl IPUHUMATh CyTOUYHYIO 103y 30 Mr
BO BpEMs 3aBTpaKa.

[Tockonbky TepaneBTHueckas 3ppeKTHBHOCTD, KaK MpaBwUiIo, HabOIroaeTcs mocie 46 Henenb
Jie4yeHus1, IpUMEHEHHUe Mpenapara NoKa3aHo B TEYEHHE JUIMTEIBLHOTO NePHo/ia BPEMEHHU.
JlnnrensHOCTh JeueHus npenapatoM CEpMHOH HE OrpaHUYEHA, NMPH YCIOBUM IPABUIBHOIO
NpUMEHEeHUs Ipenapara, MpH 3TOM Bpad JOJDKEH Nepuojauveckd (Mo KpaiHed Mepe Kax.ble

6 MecsieB) oreHUBATh AP GEKT JICUSHUS U 11EIeCO00Pa3HOCTh €ro MPOIODKEHHS.

4.3. IlpoTuBONOKA3aHUS
e [ uUnepuyBCTBUTEIHHOCTH K HULIEPTOJIMHY, IPYTUM ITPOU3BOAHBIM 3prOTaMUHA MU K JIFOOOMY
U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIEHHBIX B pa3jene 6.1;
e bBepeMeHHOCTh, MEepUO] IPyAHOTO BCKApMIIMBAHUS,
e HenaBHO nepeHeceHHbIH HHPAPKT MUOKap/Ia,
e OcTpoe KpOBOTEUEHHUE,

¢ Bripaxennas opamukapaus (< 50 ya./muH);
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MajbabcopOIus;
e Oprocraruueckasi TMIIOTEH3US,
e CKJIOHHOCTH K Pa3BUTHUIO KOJUIAIITOUIHBIX COCTOSIHUH;

e Bospacr o 18 ner.

4.4, Ocobble yKa3aHUsI 1 MepPbI MPeI0CTOPOKHOCTH NIPH MPUMeHEeHUH

B psne uccrnenoBanmii ObLTO OKa3aHO, YTO MPH OJJHOKPATHOM HJIM MHOTOKPATHOM MTPUMEHEHUU
HULCPIroJinHa MOKCT OTMCUATHCA CHUIKCHHUEC CUCTOJIMYCCKOI'O U B ropasao MEHBIICH CTEIICHU
JIMACTOMYECKOTO apTEPUATBHOTO JaBIICHHS Y MAllMEHTOB C HOPMAJBHBIMH TOKA3aTEISIMUA H C
MOBBILICHHBIM apTEPUAIBHBIM JIaBICHUEM. DTH Pe3yJIbTaThl MOTYT BapbUPOBATh, TAK KaK APyTUe
HUCCIICOOBAHUA HE ITOKa3aJIn M3MCHCHHS B 3HAYCHUAX CHCTOJIMYCCKOI'O MM AUACTOJIUYCCKOI'O

apTepHaJIbHOTO J1aBJICHUS.

VY manueHToB, NoMy4YaroluX HULEPrOJIiH, arOHUCTHI (ayibda 1 6eTa) rpyInbl CHMIaTOMUMETHKOB
ClIe/TyeT MPUMEHSTh C OCTOPOKHOCTBIO (cM. pasnen 4.5).

brina orMeueHa cBs3b pa3zBuths Gudpo3a (Harpumep, JIEroyHoro, CEpAeYHOr0, KJIanaHoB Cep/ia
U PETPONEPUTOHEATHHOTO) TMPU TPUMEHEHUW  aIKAJIOWJIOB  CIIOPBIHBH, OOJIAJArOIINX

ArOHUCTUYECKON aKTUBHOCTHIO 10 oTHOIIeHUto Kk SHT 2f penentopam cepoToHuHa.

Cumnromsl 3protusma (BKJIOYas TOILIHOTY, PBOTY, Auapero, Oonb B 00JIacTH JKMBOTa M
nepudeprudeckyro Ba30KOHCTPUKIIMIO) OTMEUAIMCh IPU TNpHUEME HEKOTOPBIX alKaJOUJI0B
CIIOPBIHBY U MX IPOU3BOJHBIX. Bpaun 10JKHBEI NMETH IPECTABIEHNE O BO3MOXKHBIX CUMIITOMAX

NEepCAO3UPOBKU IIpCIIapaTaMu CIIOPbIHBU 10 HA3HAYUCHUA 3TOI'0 KJIacCa IPCIapaToB.

Hunepronvua MOXHO NpUMEHSATH MMallMEHTaM C JIETKO BbIpAaXKEHHOM OpaauKapAueil nmpu yciaoBUH

0COOBIX MEp NMPEAOCTOPOIKHOCTH.

PaccTpoiicTBa MO3roBOro KpoBooOpalieHus: Tak’ke MOT'YT ObITh BTOPUYHBIM IPOSBICHUEM TaKHX
OCHOBHBIX 3a00JIeBaHMH, KaK cepJieuHas HEJOCTaTOYHOCTb, ApUTMHUM M apTepuagbHas
TUIEPTEH3US; TEPANUIO 10 MOBOAY 3TUX 3a00J€BaHUN ClIeAyeT NMPOBOAUTH J0 Hayalla JICYSHUs

JaHHBIM IpCIIapaToOM.

Hunepronun OmokupyeT arperanuio TPpOMOOLIMTOB M YMEHbLIAeT BSI3KOCTh KpoBH. Cremyer

PEryJIsipHO KOHTPOJUPOBATH IIOKa3aTCIn KoaryJjiorpaMmbl Y NaiMCHTOB C

3
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MPEIPACIIONOKEHHOCTIO K HAPYIIEHUSIM CO CTAPOHBI cutiiehrmt EB%S‘FB‘I‘BEEELF%EJ TT;;III;{;,!I.{ITLI,

OIHOBPCMCHHO IOJYYar0OmMUC aHTHKOATryJIMHTHYHO TCpallrio, B Ha4YaliC JICHCHHA HHULCPIrOJIMHOM

JIOJKHBI TI0JIBEPraThCsl aHAJJIOTUYHOMY KOHTPOJIIO (CM. pasjiensl 4.5 u 4.8).
[Ipenapatr CepMHOH ClielyeT MPUMEHSITh C OCTOPOYKHOCTBHIO y TAIIMEHTOB C THIICPYpPUKEMUCH,
NoJarpoi B aHaMHe3€ M/HJIM BO BPEMs COIYTCTBYIOIIEH TEpanuy npenapaTaMu, KOTOPbIE MOTYT

BIIUSTH HA META00IM3M U KCKPEIIHIO MOYEBOM KHCIIOTHI (CM. paszaensl 4.5 u 4.8).

BcnoMorarebHEIC BEIECTBA

JlexapctBeHHblil npenapar CepMUOH COAEPXKUT HATpui. JlaHHBIM JIEKapCTBEHHBIN Ipernapar

coJlepKUT MeHee 1 MMob (23 Mr) HaTpus Ha TabJIETKY, TO €CTb 10 CYTH HE COJIEPKUT HATPHUSL.

JlexapctBenHnsblil penapaT CepMUOH CONEPKUT caxapo3y. [lamuentam ¢ penko BcTpedaromencs
HACJIC/ICTBEHHON HETePEHOCHMOCTBIO TaJIaKTO3bl, NE(UIIMTOM JIAKTa3bl JOMAPEH MU TIFOK030-

raJlakTO3HOM MaJibaOcopOLuel He clieAyeT NPUHUMATh JIEKApCTBEHHBIN mpenapar CepMHOH.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH IpenapaTamMM H JApyrue BHAbI
B3auUMOAEliCTBUA
JlexapctBennslii mpenapar CepMHOH CIIEIyeT C OCTOPOKHOCTBIO Ha3Ha4yaTh BMECTE C

YKa3aHHbIMU HUKE ITPCIIapaTaMu.

AHTHTHIEPTEH3UBHBIC IPEIAPATHI

Hunepronun mMoxer ycunuBaTth ux JedcTBue. Huneproams MokeT ycwinMBath JielcTBUE Oera-

aIpeHO0JIOKATOPOB Ha CepIlie.

CumMnaroMuMeTHUYECcKHe npernaparsl (anbha- u 6era-)

HunepronuH MoXeT TMOAABIATH COCYJIOCYXHUBAIOUIMN 3PQPEKT CHUMIATOMUMETHYECKUX

npenaparoB Oiarogapsi cBoemy aib(da-aapeHOOIOKUPYIOIIeMY IeHCTBHIO (CM. pasnen 4.4).

JlekapcTBeHHBIE cpeicTBa, MeTabonusupyemslie depmentom CYP 2D6

[TockonbKy HUIEProJMH MeTabom3upyercst noj AeiictBueM m3odepmenta CYP 2D6, Henb3s
WCKIIFOYUTHh BO3MOXKHOCTh €TI0 B3aMMOJICUCTBHS C TpernapaTaMiu, KOTOPhIe METa0OIH3UPYIOTCS

IPY y4acTUH 3TOTO ke (hpepMeHTa.
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Hunepronvn ycuivmBaeT BO3ACHCTBHE 3TUX COCIMHEHUMA HAa TIEMOCTa3, IO3TOMY MOXKET

YBCIUYUBATHCA JJIUTCIBHOCTE BPCMCHU KPOBOTCUCHUA.

IIpenapaTsl, BIASIOIIKNES HA META00IM3M MOYEBOM KHUCIOTEI

HI/IL[epI‘OJII/IH MOJKET BBI3BIBATH OECCHUMIITOMHOE IIOBBIIIEHUE YPOBHA MOYEBOM KHCJIOTHI B

CBIBOPOTKC KPOBH.

4.6. ®epTHIBHOCTh, 0€PEMEHHOCTD U JIAKTALHS

bepemeHHOCTD

Hunepronvu He BbI3bIBaN PENPOSYKTUBHOM TOKCHUYHOCTU Y OEpPEMEHHBIX KpPbIC M KPOJIHUKOB.
Hccnenoanus Ha OepeMEHHBIX KEHIIIMHAX HE MPOBOAMINCE. [IpiHIMast BO BHUMaHUE TOKa3aHUs

K IIPUMCHCHUIO, GCpeMCHHHMI/I JKCHIIMHAM IMPUMCHCHUEC HUICPIOJIMHA ITPOTUBOIIOKA3aHO.

JlakTaims
Het naHHbBIX O BBIIEICHUN HULIEPTOJIMHA Y YEJIOBEKa C TPYIHBIM MOJIOKOM. [ToaTOMy mpuMeHeHue

HULCProJinHa IIPOTHBOIIOKA3aHO BO BPEMA I'PyAHOT'O BCKApMIJIMBAHU .

DdepTUabHOCTD

CornacHo JaHHBIM, TOJYYEHHBIM B XOJ€ OJHOTO HCCIEIOBAHMs, HHUIIEPTOJMH HE OKa3bIBall

BIUSHUS HA PENPOIYKTUBHYIO (YHKIUIO caMioB Kpbic. OJHAKO HUIEPTOIWH CHUXKAI

PEeNpOAYKTUBHYIO (YHKIIMIO ¥ CAMOK KpBIC, TOJNyYaBIIMX Tpernapar B Ao3e 50 mr/kr/cyTku (B

8 pa3 BbIllIe MaKCUMAIBHOW PEKOMEHIYEeMOW KIMHHYECKOH 103kl 60 MI/CyTKH B TIepecueTe Ha
2

MI/M* TUTOIIAIH TOBEPXHOCTH Tena) (cM. pasmen 5.3).

Knunudeckasi 3Ha4MMOCTh JaHHBIX, TOTYYEHHBIX Ha )KUBOTHBIX (IPUMEHEHHUE Mpernapara B 103ax,

MPEBBIIMIAOIINX TepaHeBTquCKHC), JJI1 4€JIOBEKa HCU3BECTHA.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeACTBAMH M PpadoTaTh ¢
MeXaHHU3MaMH

Bnusinue HuLeproirHa Ha COCOOHOCTh YIPAaBISATh TPAHCHOPTHBIMU CPEACTBAMH U pabOTaTh C
MEXaHU3MaMH CIENUAIbHO HE N3y4aloCh.

Crnenyer co0nogaTh OCTOPOKHOCT NP YIPABICHUU TPAHCIIOPTHBIMHU CPEICTBAMU U paboTe ¢
MEXaHU3MaMM, YUYUTBIBAs XapakTep OCHOBHOTO 3a00jieBaHMs TMAlMEHTOB M  Mpoduib

HEXENATeNbHBIX PEaKIUi JISKapCTBEHHOTO IIpenapara.
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B cBs131 ¢ BO3BMOXXHBIM BO3HUKHOBEHHEM THUTIOTCH3UN M@f?ﬂ&;ﬁﬁc@kﬁg%ﬂﬁﬁfﬁﬁiﬂ' KaK

c1ab0CTh, BEPTUTO, COHJIUBOCTbD.

Jleuenne npenapatoM CepMHOH B TaOJETKaX, MOKPHITHIX 00OJIOYKOH, TpeOyeT perysisipHOro
BpaueOHOT0 KOHTpOoJisi. CrOCOOHOCTh YNPABIATH TPAHCIIOPTHBIMU CPEICTBAMH, paboTaTh C
MEXaHW3MaMH WM paboTaTh 0€3 MOJICTPaxOBKH MOKET OBITh HapylIeHA WHIUBHYaTbHBIMH
peaknMsIMHU Ha IpenapaT, OCOOCHHO B Hayale JCUSHHs U IIPU OJJHOBPEMEHHOM YHOTPEOICHUH

ankoroJs (cm. pazuen 4.8).

4.8. HexenarejibHble peakIuu

PesroMe HexxenaTeabHbBIX PEAKIIUT

B Tabmuue npencraBieHsl HeXeIaTelbHbIE PeaKluu 1Mo cucTeMHo-opranHbiM kiaccam (COK) u
yactoTe. BHYTpM Kak[I0i YacTOTHOW TpyHmbl HEXeNaTelbHbIE PEaKlMy pacIloyiaraloTcs B
nopsiake yObIBaHHS BBIPAXKEHHOCTH. YacToTa pa3BUTHS ONpeaesseTcs Kak: oueHb yacto (> 1/10),
gacto (ot > 1/100 mo < 1/10), vewacto (ot > 1/1 000 mo < 1/100), penko (ot > 1/10 000 mo <
1/1 000), ouens peako (< 1/10 000) u yacToTa HeM3BeCTHA (HA OCHOBAHMH MMEIOIIMXCS JaHHBIX

OLICHUTH HeBOSMO)KHO)Z

Cucremno- | OudeHb Yacro Heuacto Peaxo Ouenpb Yacrora
opranubiii | yacto | (ot =>1/100 [(oT >1/1 000 10 (0T >1/10 000  peaxo HEH3BeCTHA
KJ1acc (> 1/10)| mo <1/10) <1/100) n0 <1/1 000) | (<1/10 000) |(HeBO3MO:KHO
YCTAHOBHTbH
HA
OCHOBAHHMU
UM eI XCS
JAHHBIX)
[Tcuxuueckue TpeBoxHOE
HapyLIeHUs BO30YKJIEHHE,
CIIyTaHHOCTH
CO3HaHMSI,
OeccoHHUIIA
Hapymenns CoHMBOCTB, Omryenue
CO CTOPOHBI TOJIOBOKPYKe- xapa?
HEpBHOU HUE, TOJIOBHAS
CHCTEMBI 00J1b
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Hapymenns ['unoreH3us,
CO CTOPOHBI TUTNIEpeMUs
COCYJIOB
Kenynouno- Henpust- | Huapes,
KHIIICYHbIE HBbIE TOILIHOTA,
HapyLICHUS olryIe- 3arop
HUS B
KUBOTE
Hapymenust 3yn Ceinp?

CO CTOPOHBI
KOXXH U
MIOJTKOYKHBIX

TKaHel

O0mmue dubpos?,
HapyLIEHHs 1 BaJI0>KEH-
peaKIyy B HOCTBb HOCA
MecTe

BBCIACHUA

JIaGoparop- IToBbIIEHNE
HBIE U YPOBHS
MHCTPYMEH- MOY€EBOM
TaJIbHbIE KHUCJIOTHI B

JaHHBIC KpOoBH

a. OreHKa 4acTOThI HEXKENAaTeIbHbBIX PEeaKIUil BBIMOIHIACH HA OCHOBE JJAHHBIX, MOJYUYECHHBIX B
XO0Jle HCCIEeIOBaHUM, KOTOpble omucaHbl B KoMIUleKCHOM pe3tomMe 1o 0e30macHOCTH
(HekenmaTesbHBIE PEAKIWH, BO3HHUKINKME TIOCIE Hayajla JIEYeHHUs, JI000H MNPUUUHHON
00YCJIOBJICHHOCTH). DTOT OOBEIMHEHHBIA aHAW3 OE€30MacHOCTH BKIIOYAET JaHHBIE W3 8
JIBOMHBIX CJIENBIX KOHTPOJHPYEMBIX HCCIEIOBAHUM y MAIMEHTOB C JIETKOW WJIM YMEPEHHOU
neMeHuuen, 1246 u3 KOTOphIX Moiy4yand HULEeproiuH. «lIpaBuno Tpex» He MPUMEHSIIOCH,
MOCKONBKY mpuBeneHHble B KoMminexkcHoMm pestome o 6e3omacHoctu (KPB) mannbie Obimu
MOJIydeHbl TMPU TNPUMCHEHWH HUIEPrOJIMHA B  TOMYJAIMH, BKJIIOYABIIEH MEHeEe

3000 marueHToB.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 23.11.2024 N= 26470
JCNEOCBATENEHOCTE 0003)

|1
Coo01IeHne 0 MOI03PEeBACMBIX HEKEIATCIbHEI peaKuth;cl

BaxHo cooOmare O M0J03peBAEMbIX HEXENATENbHBIX PEAKUUSAX II0CJIe  PETHCTPALUU
JIEKapCTBEHHOTO Tperapara ¢ Lelbl0 00EeCHeYeHUs] HEMPEephIBHOTO MOHUTOPHHIA COOTHOLICHUS
«I0JIb3a — PUCK» JIEKApCTBEHHOIo Ipenapara. MeIuIMHCKUM pPaOOTHUKAM pPEKOMEH/IyEeTCs
co00IAaTh O JIOOBIX MO103PEBAEMBIX HEXENIATEIbHBIX PEAKLUIX JIEKapCTBEHHOI'O MperapaTa 4epes
HALIMOHAJIBHBIE CHCTEMBI COOOIICHMS O HEXKENATEIbHBIX pPEAKIHAX TOCYAapCTB — HICHOB

EBpa3suiickoro 5k0HOMHUYECKOI0 COH3a.

Poccuiickas ®@enepanus

®denepaiibHas Ciryx)0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS
Anpec: 109012, r. MockBa, CnaBsHCKas TUIOIIA b, 1.4, cTp.1
Tenedon: +7 800 550-99-03

®axc: +7 800 550-99-03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH «VIHTepHET»:

https://www.roszdravnadzor.gov.ru

Pecny6siuka Kazaxcran

«HanuoHaNbHBIN EHTP SKCIIEPTU3HI JIEKAPCTBECHHBIX CPEICTB U METUIIMHCKIX U3JICITHIDY
KomuteTa MequIIMHCKOTO U (hapMarieBTHUECKOro KOHTPosisi MUHUCTEPCTBA 3JpaBOOXPAHECHHUS
Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. ImanoBa, 13

Tenedon: +7 (7172) 78-99-02

OnekrponHas moura: pdlc@dari.kz

Caiit B HH()OpPMAIIHOHHO-TEIEKOMMYHHUKAIIMOHHO# cetn « HTepHe™»: https://www.ndda.kz

Pecny0iuka benapycb

VII «IleHTp 3KCnepTU3 U UCTIBITAHUH B 3ApaBOOXPAHEHUN» MUHHCTEPCTBA 3/1paBOOXPAaHEHUS
Pecniy6nuku benapych

Anpec: 220037, r. Munck, ToBapuiieckuii niep. 2a

Tenedon: + 375 17 2420029

dakc: + 375 17 2420029

OnekTponHas noyra: repl@rceth.by, rceth@rceth.by

Caiit B mH()OpMaLIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn « HTepreT»: https://www.rceth.by
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PecnyOsiuka Apmenust

«Hay4HBII HEHTpP dKCIEPTU3BI JIEKAPCTB U MEIULIMHCKUX TEXHOJIOTUI UM. aKaJeMUKa
3. I'abpuensna» AO3T

Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon: (+374 60) 830073, (+374 10) 230896, 231682

DnekTpoHHas nmoyra: Vigilance@pharm.am

Caiit B nH()OpPMALIMOHHO-TEIEKOMMYHUKAMOHHOM cetn « HTepreT»: https://www.pharm.am

Kbiproizckas Pecnyoimnka

JlenapTamMeHT JIEKapCTBEHHBIX CPEACTB U MEAUIMHCKUX U3JeIUi Ipy MUHKUCTEpCTBE
3npaBooxpanenust Keipreizckoit PeciryOnmku

Anpec: 720044, r. buiukexk, yi. 3-4 Jlunus, 25

Tenedon: +996 (312) 21-05-08

DnexTponHas noyra: Vigilance@pharm.kg

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTr «HTepHeT: hitps://www.pharm.kg

4.9. Ilepeno3upoBka

CuMITOMBI

B ciydae mepemo3MpoOBKM MOXKET BO3HHUKHYTH TIPEXOJAIICe BBIPAKCHHOE CHUKCHHE
aprepuanbHoro gasinenus (AJl). IlposBieHue CcUMOTOMOB, OMHCAaHHBIX B pasnene 4.8,
pa3ianyaeTcs y pa3HbIX MAIleHTOB.

Bpau momkeH OIeHUTh TSHKECTh MHTOKCHKAIMK U Heo0XouMoe jtedeHue. OObIYHO CIeIHATbHOES
JeYeHne He TpeOyeTcsi, B OOJBIIMHCTBE CIIy4aeB OOJIBLHOMY JOCTaTOYHO HAa HECKOJIBKO MHUHYT

IMPUHATDb TOPU30HTAJIBHOC ITOJIOKCHHC.

Jleuenne

B ucknrounTenbHBIX Cilydasx MpH TsDKEJIOM HAapyIIEHUU KPOBOCHA0XKEHMS T'OJIOBHOTO MO3Tra U
cep/illa pEeKOMEHIyeTCsl BBEJIEHHE CUMIIATOMUMETUUECKUX CPEACTB MO OCTOSHHBIM KOHTPOJIEM
AJl.

Crernuduyecknii aHTHIOT HEU3BECTEH.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOICTBA
®dapmakoTepaneBTHUYECKas TPyIa: nepudepruueckiue Ba30uIaTaToOPhl; AIKAIOU LI CTIOPHIHBH.

Kox ATX: CO4AEQ2
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MexaHu3M IeHCTBUS

HunepronmH sBIsieTCsl MPOW3BOAHBIM 3projMHA U OKa3bIBaeT aib(a-l-agpeHobmokupyromiee
neiicreue. [Tocie npuema BHYyTph Npenapar noJBepraercsi ObICTpOMY U aKTUBHOMY METa00IN3MY
¢ 00pa3oBaHKEM psijia METaOOJIMTOB, KOTOPBIEC TAKKE OKA3bIBAIOT BIMSHUE HA PA3THUHBIX YPOBHSX

IMTHC.

Heitpodapmakoaornueckue 3dhdhexThl

[Tocne nepopanbHoro npuema npenapar CepMHOH HE TOJBKO YJIyUIIaeT 3axBaT U MOTpedieHHe
[JIIOKO3bI B TOJIOBHOM MO3re, OMOCHHTE3 O€JIKOB M HYKJIEHHOBBIX KHUCIOT, HO M OKa3bIBaeT
BJIMSIHUE HA pa3IMuHble HEHPOMEANATOPHBIE CUCTEMBI.

JlexapcTBeHHbIH mpernapar CepMHOH yiydmiaeT mnepeOpaibHble XOMUHIPTUYecKne (QYHKIHU Y
BO3PACTHBIX JKUBOTHBIX. JuTenpHOoe BBeAeHue mpenapara CepMUOH BO3PACTHBIM 0CO0SM KpBIC
HpEeyIpeXk1aio BO3paCTHOE CHIKEHHE YPOBHEH aleTHIXONMHA (B KOpEe M M0JIOCATOM Teje) U
BBICBOOOXICHHE ero (B rummokamie) inVvivo. Takxke HaOM0AaI0Ch MOBBIILICHHE AKTHBHOCTH
XOJHMH-aeTHITpancdepassl M IUIOTHOCTH MYCKapHWHOBBIX PELENTOPOB MOCE UIUTEIBHOM
niepopalibHo# Tepanuu npenaparom CepmuoH. Kpome Toro, B skcriepumenTax in vitro u in vivo
HUILIEPTOJIMH CIIOCOOCTBOBAJl CHMXKEHMIO akTUBHOCTH AXD (ameTwixoiauH3cTepasbl). B atux
IKCIEpUMEHTaX Helpoxumuueckue 3()(eKTbl COMpOBOXKIATUCH CTONKUMH IOBEICHYSCKUMHU
yIIy4IIEHUSIMU, HallpUMep B JTAOMPUHTHOM TECTE AJTUTENIbHOE pUMeHeHue npenapata CepMUOH
y BO3pacTHBIX 0CO0EH HHAYLIMPOBATIO PEAKIINIO, CXOJIHYIO C TAKOBOH y 00Jiee MOJIOJIBIX OCOOEH.
CepMHOH TaKXke OKa3ajcsi CHOCOO€H yIyyllaTh KOTHUTUBHBIA JE€(QHUINT, BbI3BAaHHBIN
HECKOJIbKUMH (paKTOpaMu (TUIIOKCHS, SJIEKTPOCYI0POKHASI TepaIHsl, CKOIOJIAMUH) Y KUBOTHBIX.
Huskue no3el npenapata CepMHOH, BBOJUMBIE MEPOPaAIbHO, YCKOPAIOT OOMEH AodaMuHa y
BO3PACTHBIX JKMBOTHBIX, OCOOEHHO B ME30JIMMOMUYECKOW 00JacTH, BEPOSTHO MOCPEICTBOM
MOJYJISIMH 10paMUHOBBIX pelenTopoB. CEepMHOH yIy4IllaeT MeXaHU3Mbl KIIETOYHOH Mepesauu
CUTHajJla Y BO3PAacTHBIX JXKMBOTHBIX. W OJIHOKpaTHOE, W JUIMTEIbHOE IMEpPOpaibHOE BBEICHUE
YCKOpAJIO Oa3albHBIH M aroHUCT-3aBUCUMBIA oOMeH Qochounosutuna. CepMHOH Takke
YBEJIMYMBAET aKTUBHOCTh M NEpeMelleHHe B 00JacTh KieTouHoW meMmOpanbl (Ca-3aBUCHUMBIX
n30(popM nporeuHkuHa3bl C. ITH (epMEHTHI yUacTBYIOT B MEXaHU3ME CEKPELUU PacTBOPUMOIO
Oenka-mpenuiecTBeHHUKa ammionaa (amyloid precursor protein, APP), uro npuBogut K
YBEJIMUYEHHUIO €r0 BHICBOOOXKJIEHUS U COKpALICHHIO MPOAYKIIMM aHOMaJIbHOTO OeTa-aMuiIouja.
3T10T 3P PEKT NPOJEMOHCTPUPOBAH Ha KYJIbTYpax 4eJI0BeUeCKONH HEHpPOOIaCTOMBI.

bnaronapst cBouM aHTHOKCH/IaHTHBIM CBOMCTBAM M aKTUBHU3AIMH JIETOKCUKAIIMOHHBIX (DEPMEHTOB
CepMUOH 3alIMIIAET HEPBHbBIE KJIETKU OT F'MOEITH, BEI3BAHHOM OKUCIIUTEIBHBIM CTPECCOM, a TAKKE

OT aroITo3a B AKCIEPUMEHTAIBHBIX MOEIAX N VIVO u in Vitro.
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CepMHOH yMEHBIIAET BO3PACTHOE CHMIKEHHUE sxenpedEh-MPHIC Siefipotanbron “cantertasr

¥ OTUYETY

okcuaa azota (Neuronal Nitric Oxide Synthase, nNOS), 4T0 MOXKeT CITOCOOCTBOBATH YIIYUIICHUIO

KOTHUTHBHOHN (DYHKITUH.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

UccnenoBanuss  (papmMakoAMHAMHKM € y4acTHeM  JIIOJGd W HWCIOJB30BaHUEM
KOMITBIOTEPU3UPOBAHHBIX METOJMUK D3I IMPOBOAMIMCH MPU YYaCTHH MOJIOABIX M TOKUIIBIX
TO0OPOBOJIBIIEB, @ TAKXKE IMALMEHTOB IMOXKUJIOTO BO3pacTa C KOIHUTHBHBIMH PacCTPOWCTBAMHU.
CepMuOH OKa3blBaJl HOpMalIM3yloliee AcicTBUE Ha OJI' MalnuMeHTOB IMOXHUJIOTO BO3pacTa U
MOJIOJIBIX B3POCIIBIX JTIOICH B YCIOBUSX TUIIOKCUY, MTOBBIMIAS - U B-aKTUBHOCTh M CHIKAS O- U
0-akTUBHOCTb. Y MALMEHTOB C JEMEHIUEH JIETKOM M CpeAHEeW CTENEeHU TAKECTH Pa3IUYHOIO
POMCXOXKAEeHUsT (CEHUIBHOM IeMeHIuel anpureiimepoBckoro tuma [senile dementia of the
Alzheimer's type, SDAT] u mynsTunHbapkTHO#H nemenmmeit [multi-infarct dementia, MID]) npu
JUTHTEILHOM JiedeHUH npenapatoM CepMuoH (2—6 MecsIeB) perucTpupOBATUCH IMOJOKHUTEIHLHBIC
W3MCHCHUS 3aBUCSIINX OT COOBITHH MOTCHIIMAIOB U BRI3BAaHHBIX PEAKIIHIA; 3TH U3MECHEHUs ObLIN
CBSI3aHBI C YIYYIIEHUEM KIMHUYECKHX CUMITOMOB.

Hcxops 3 BhIIeCKa3aHHOTO, YCTAaHOBIIEHO, YTO HULIEPTOJIMH IEUCTBYET MOCPEACTBOM IIUPOKOTO
CIIEKTpa MOAYJSIIUMA KJIETOYHBIX M MOJICKYJSIPHBIX MEXaHU3MOB, BOBJICUEHHBIX B IaTOTCHE3
JIEMEHIINH.

B 1BOWHBIX clenbix MIane00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIEAOBAHUAX YYacTBOBAJIO
6onee 1500 marueHTOB ¢ IeMeHIel (AIbIreliMepOBCKOTrO THIIA, COCYANCTOTO WU CMEIIaHHOTO
reHesa), noiaydaBmux 60 Mr HUIEProJivHA B CYTKU WK Tuiane0o. B Xoje jmTensHoro TeueHus
HULIEPTOJMHOM HAOJI0IaJIOCh TOCTOSTHHOE YJIYUYIIEeHHE KOTHUTHBHBIX M TOBEICHUYECKHX
paccTpoiicTB, CBA3AHHBIX C JeMeHIMer. M3MeHeHuss MOXKHO ObUIO HAOMIOIaTh yKe depes

2 Mecdala JICUCHUA, U OHU COXPAHSAJINCh B TCUCHUC OJHOT'O Iroaa TCpaIrunu.

5.2. @apmMakoKMHeTHYECKHE CBOIiCTBA

Abcopbrus

[Tpu nmepopajbHOM NpHEME HULEPTOJIMH BCAchIBAeTCs OBICTPO U MPAKTHUECKH MOJHOCTHIO. [Tuk
pPaZMOaKTUBHOCTH CBIBOPOTKM KPOBHM TIOCIE€ MpHeMa HHU3KUX 103 (4-5Mr) MedeHHOro
pPaZi0aKTUBHBIM M30TONIOM HUIEProJIMHA 3JJOPOBBIMU JOOPOBOJIbIIAMU PETUCTPUPOBAJICS Uepe3
1,5 yaca. Onnako, TepaneBTuyeckue nepopaibubie 10361 (30 Mr) H3-MeueHHOro HUIEproinHa y
3I0pOBBIX JOOPOBOJIBIIEB AaBAJIH MUK PaJUOAKTUBHOCTH B CHIBOPOTKE KPOBHU uepe3 3 yaca MpH

MIEPHO/IE MTOTYBBIBEICHUS OKOJIO 15 Jacos.
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AOcomoTHass OHMOJOCTYITHOCTh HHIIEPTOJINHE nocné”‘ﬁ'é}ﬂﬁ%@' 516 Ej;llb i | 2oMahser

npuOIM3UTENBHO 5 % B CBSI3U C €ro BBICOKUM TE€YEHOYHBIM KIHMPEHCOM U IMPECUCTEMHBIM
METa00IH3MOM.

V Kpsic depe3 | yac Tocie mepopanbHOTo BBefAeHHs *C-MeueHHOro HHUIEProiuHa (5 MI/KT) B
TKaHSAX TOJIOBHOT'O MO3Ta OOHApYKUBAJIU HUIIEPTOIMH U €ro TiaBHbi MeTtabonut (MMDL, 50 %
ot o0ieit paguoaktuBHOCTH). [Tocie mepopanbHOTO prieMa TEPareBTUICCKUX 103 HUIEProJInHA
y 310poBbIX 00poBoibIeB 3HaueHUss AUC paiMOakTUBHOCTH B CHIBOPOTKE KPOBU COCTABHIIN
81 % u 6 % nns AByX IIaBHBIX MeTaboauToB HuleproiauHa: MDL u MMDL, cooTBETCTBEHHO.
[TuxoBsie koHeHTparuu MMDL u MDL B ma3Me KpoBU TOCTUTAIMCh MPHUOIU3UTEIILHO Yepe3
1 u 44aca mocne mpuema mpenapara, a epuoj] MOJyBbIBeIeHUs cocTaBuwi 13 u 14 yacos

COOTBETCTBCHHO.

Pacupenenenue

Pacnpenenenue npemnapaTta B TKaHSAX MPOUCXOIUT OBICTPO U B OOJIBIIOM 00BEME, YTO BHUJIHO IO
KOPOTKOH (ha3e pacrpenecHus] paIHoaKTUBHOCTH B CHIBOPOTKE KpoBH. OOBEM pacripenercHus
HUIEProJIMHA TOBOJIBHO BEJIHK U cocTaBiseT > 105 11, uTo, BO3MOKHO, OTpaXkaeT ero MeTaboInu3M
B KPOBH U paclipe/iejieHHe B KIETKaX KPOBU W/WIW TKaHsIX. Huleproans B 3HaUMTENBHON Mepe
CBSI3BIBAETCS C OCJIKaMU I1JIa3Mbl KPOBU U €T0 CPOJACTBO K O-KHCIOMY TITUKOMPOTEUHY BBIPAXKEHO

0oJbI1Ie, 4YeM K aJlb,OYMUHY CHIBOPOTKHU KPOBH.

BI/IOTDaHC(bODMaHI/IH

[lepen BbIBEIEHMEM HULEPTOJIUH B 3HAUUTEIBHON cTeneHn MeTtabonausupyercsi. OCHOBHOMU MyTh
MeTabonr3mMa — 3TO THAPOJIHU3 I(PUPHBIX CBsA3el ¢ oOpa3zoBanuem merabomuta MMDL, a
cienyrouass OuoTpaHchopMmanus OPUBOAUT K oOpazoBanuio Mertabomuta MDL myrem
nemerunupoBanus. [Ipouecc nemetunupoBaHus Kataiausupyercs uzopepmentrom CYP2D6. ¥V
YyeJioBeKa 00pa3yercs npeumyiinecTBeHHo MeTtabonut MDL, Ha goito koToporo nmpuxoautcs 50 %
obmert mo3bl U 74 % pamMoOaKTHUBHOCTH, OMNpEAeNseMOd B Moye. Y MAIUEHTOB C TSDHKEIBIM
HapyleHHeM QYHKIUHU ToYeK HabI0Jaloch 3HAUUTENIbHOE CHIKeHHE dKckpernt MDL ¢ mouoii.
Bropocrenennsiii yTh MeTaboau3Ma: yTEM JEMETHIINPOBAHNUS obpazyertcs
1-mumerunaunepronud (1-demethyl-nicergoline, 1-DN), a 3atem myTem ruaposuza 3QUPHBIX

cBs3eil oH npeoOpazyercs B MDL.
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OIMMUHALKS

DKCKpEIHs ¢ MOYOM SIBJISICTCSI OCHOBHBIM ITyTEM BBIBEJICHHS Y UCJIOBEKA U )KHBOTHBIX, MOCKOJIBKY
80 % oOieii 103l HUIIEPTOJIUHA, MEYEHHOTO PAIMOAKTUBHBIM H30TOTIOM, ONPEACISIIOCH B MOYE,

u b 10 — 20 % — B kaie.

JInneliHOCTh (HENMMHENHOCTD)

B uccrnenoBanusx ¢ yuactueM 3J0pOBBIX JOOPOBOJIBIEB MIPH MIEPOPATHHOM IPUEME ITpernapara B

no3ax 30—60 mr ycTaHOBJIEHO, UTO (papMaKOKMHETUKA HULIEPTOJIMHA UMEET JTUHEHHBIN XapakTep.

5.3. JlaHHbIe JOKJIHHHYECKOH 0€30IacCHOCTH

Ha ocHOBaHMM TOKCHKOJIOTMYECKHX TECTOB HHUIEPTOJMHA ONpPEIENeHO, YTO OH o0iamaer
0onbIIMM TOpPOroM O€30MacCHOCTH MpHU MEepopalibHOM MpuMeHeHuu. Pa3oBas mnepopaibHas
JetanpHas no3a coctaBuia Oosiee 2800 mr/kr y kpbic U 6onee 860 mr/kr y mbimeid. B xone
WCCIICIOBAHUN TIOJAOCTPOM M XPOHHUYECKOM TOKCHYHOCTH MHOTOKPATHOTO MEPOPAIBHOrO
BBEJICHHS HUIIEPTOJIMHA HE OTMEUEHO TSKEJIBIX HAPYIICHUH B TKaHAX OpraHa-muiieHu. Jlerkue
U TPAH3UTOPHBIE CUMIITOMBI TOKCUYHOCTH BO3HUKAJH MPHU JI03UPOBKaX, Kak MUHUMYM B 10 pa3
OOJBIINX, YEeM J103bl, HEOOXOAMMBIE AJisl MOJIy4eHUs KiIMHHUYeckoro sddekra. Huuepronux
BBI3BIBACT HAaMHOTO MEHbBIE TNepu(epruIecKknx HeKeIaTeNbHbIX A((EKTOB, YeM YHCTHIC
XOJIMHOMUMETHKH. Kak mokazaHo B MCCIEAOBAHUSAX HAa MBIIIAX, KPbICaX M co0aKax, MOTy4aBIIuX
nepopanbhble 10361 100 mr/kr, 790 mr/kr u 1500 Mr/kr HULIEPrOJIMHA, COOTBETCTBEHHO, Mpenapar
HE OKa3bIBaJT KaKUX-IHO0O 3HAYMMBIX BO3ACHCTBHUI Ha QYHKIIUU CEPICYHO-COCYAUCTON CUCTEMBI
Y TIOYEK.

[To-BuuMoMy, mpemapaT TakXKe HE OKa3bIBaeT KaKOoro-iubo BO3JEHCTBUS Ha (EpTUIIBHOCTD,
SMOpHOreHe3 W TOCTHaTalbHOE pa3BuTHe. JlaHHBIE U3 JOKJIMHUYECKHUX HCCIEeIOBaHUI
SMOpHOQETANTFHOTO U TepU- M TMOCTHATAJIHLHOTO PAa3BUTHUS HE TMOKa3add O0COOOr0o pHUCKa s
yenoBeka. B uccienoBaHMM penpOAYKTHMBHOW TOKCHYHOCTH HHULEProJMH HE BIUS Ha
PENPOIYKTUBHYIO CIOCOOHOCTH CaMIOB, MOJY4YaBIIUX Tpemnapar B go3ax a0 S50 Mr/Kr/CyTku
(B 8 pa3 BbIIlIe MAKCUMATBLHOW PEKOMEHAYEMOW KIMHUYECKOH 10361 60 MI/CYTKH B mepecdere Ha
MI/M? TIIOmAAM TOBEPXHOCTH Tena). Y CaMOK KpbIC, TONYYaBIIMX HHIEPrONTMH B 03¢
50 Mr/kr/cyTKH, HaAOJIOMANTOCh 3HAYUTEIBHOE CHIDKEHHE YacTOThI OEpPEeMEHHOCTH, W TIpU
KecapeBOM cedeHMH Ha 13-l 1eHb OEpeMEHHOCTH HaOJ0/1aJ0Ch 3HAYUTEIHLHO MEHBIIee
KOJIMYECTBO KENTHIX TEJT U MEHbIIIee KOJTMYECTBO UMILUIAHTUPOBAHHBIX SIMIIEKIETOK ¥ SMOPHUOHOB.
Tem He MeHee, He HAOII0aI0Ch BO3ICHCTBIS HUIIEProJuHA HAa TOTOMCTBO CaMOK, TOTYYaBIINX
3TOT MpemnapaT, KOTOpPbIe MPOU3BEIH MOTOMCTBO B X0J1€ ATOI'0 UCCIIETOBAHMSL.

HCCJ’IG}IOB&HI/IX KaHICPOTCHHOCTH HE ITPOBOANIINCE.
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B HCCIICOOBAHUAX AaHTUT'CHHOCTH U MYTAarcHHOC

i e nabidaliotk bpeimnaoshelic it

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTe/ibHbIX BellleCTB
Tabremxu, nokpvimole obonouxou, 10 me
Kaneuus runpodocdara nuruapar
Kapwmeinno3a nartpus

[emmrono3a mukpokpuctamuimdyeckas PH101
Maruus creapat

Obonouka:

Caxapo3sa

Tanpk

Axanuu cMoJia

Canpmapaka cMona

Maruus kapOoHar

Turtana auokcun (E171)

Kanudonpb

Bock kapHayOckuid.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CpoK XpaHeHUsl)

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTh IpH TemnepaType He Boimre 25°C.

6.5. XapakTep U cofep:KaHHe NEPBUYHOI YIAKOBKH

ITo 15 Tabnerok B 6muctepe (IIBX/TIBJIX-amomunueBas ¢onbra/IIBX).

[To 6 OGaucCTEpOB BMECTE € JIMCTKOM-BKJIAJBIIIEM IMOMEIIAIOT B KAPTOHHYIO MAyKy ¢ KOHTpPOJIEM

MEPBOro BCKPBITUA.

ITo 25 tabnerok B 6nuctepe (IIBX/TIB/IX-antomunueBas ¢onsra/IIBAX).

[To 2 unu 4 OnmcrTepa BMECTE C JIMCTKOM-BKJIAJBIIIEM TMOMEMIAIOT B KAPTOHHYIO TAYKy C

KOHTPOJIEM IIEPBOTO BCKPBITHUS.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npu' | Srittowenr | Gicnbmuiokatoro

JIEKAPCTBEHHOT0 mMpenapara WM OTXO0JA0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara u Jpyrue MaAaHUMyJISIIUN C PenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

Beck ocraBimiicsi JeKapCTBEHHBIH IpenapaT U OTXO/IbI CIEIYeT YHHYTOXHUTh B YCTAHOBICHHOM

HOPSJIKE.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Coenunennblie LlITaTel AMepuku

Buarpuc Cnemmantu 9191Cu

Komnmunz ®@eppu Poya, 3711, Mopranrays, 3anaanas Bupmxunus 26505, CLIA
+1 724-514-1800

info@viatris.com

7.1. [IpeacTraBuTe/Ib AepKATENsI PETHCTPALMOHHOTO YI0CTOBEPEHMS

IIpereH3uu HOTD66I/ITCJ'ICI7[ HaOpaBJISTh 110 aJIpECy.

Poccuiickas ®@egepanus

00O «Buarpucy

125315, r. Mocksa, JIeHUHTpaICKUi TPOCIEKT, A. 72, K. 4, 2-1 3Tax, nom. 9, kom. 1
Tenedon: +7 495 130 05 50

daxkc: +7 495 130 05 51

DnexTpoHHas moyra: ru.info@viatris.com

Pecny0imka benapycn
220025, Pecnybnuka benapycs, r. Munck, yiu. Kyprannas 2, k.14
Tenedon: +37 5293564228

OnektpoHHas mouta: by.pv@cratia.ua; infosafety.cis@viatris.com

Pecnyosiuka Kazaxcran

NII «Mmupos H.JK.»

050057, Pecny6sinka Kazaxcran, r. Anmartsl, yi. byxap XKeipay, 75, kB. 7
Tenedon: +7 708 972 27 97, +7 727 972 27 97

DnexTponHas nmoyra: infosafety.cis@viatris.com
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PecnyOsiuka Apmenust

0012, Apmenus, r. EpeBan, yin. Komurac 7/4, kB. 12
Tenedon: +374 44 838833

Dnextponnas moyra: infosafety.cis@viatris.com; apotheka.office@gmail.com

Kbipreisckas Pecny0iiuka
7200028, Ksipresckas Pecriybnuka, r. bumikek, 7 Mukpopaiios, 1. 49, k.11
Tenedon: +996 559 777 147

Dnexrponnas moyra: infosafety.cis@viatris.com; aida.satibaldieva@cratia.ua

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITT-Ne(004832)-(PT-RU)

9. JATA TIEPBUYHOM PEIMICTPAIIMM (IIOATBEPKJIEHWSI PETMCTPAILIAMH,
MNEPEPETUCTPALINN)
Jata nepBoii peructpanuu: 12.03.2024

10. IATA IEPECMOTPA TEKCTA

OO011ast xapakTepuCTHKa JIEKapCTBEHHOro npemnapata CepMHOH 1OCTyIHA Ha MHPOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHUKAIIMOHHON CETH

«urepueT» http://eec.eaeunion.org
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