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OBILIAA XAPAKTEPUCTHUKA JIE

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Asutpomuniua Ikomen, 100 mMr/5 mi1, MOPOIIOK JIJisi MPUTOTOBIIEHUS CYCIICH3UU
JUISl IPUEMa BHYTPb

Azutrpomuniua Okomen, 200 Mr/5 mit, MOPOIIOK AJIsi MPUTOTOBIICHUSI CYCIICH3UU

ISl IpUEMa BHYTPb

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleicTByOIIEe BEMECTBO: a3UTPOMULINH

Aszurpomurie Dxomen, 100 Mr/5 mir, mOpOIIOK I IPUTOTOBIEHUS CYCIIEH3UU

AJIA IIpPUEMA BHYTPb

5 MJ TPUTOTOBJICHHON cycrieH3nu coaepxuT 100 Mr asutpomuiimHa (B BUIC
JTUTUApATA).

BcnomMorartenbHbie BeliecTBa, HaIU4YWe KOTOPHIX HAI0 YYHUTHIBATH B COCTaBE
JIEKapCTBEHHOTO Tpernapara: JIAKTHTON, HaTpui, caxapos3a (cM. pasnens! 4.3 u

4.4).

AszurpoMunind Dxomerr, 200 Mr/5 M1, TIOPOIIOK JUI OPUTOTOBICHUS CYCIIEH3UU

JJIA IIpueMa BHYTPb

5 MJI NpUTOTOBIEHHOUN cycneH3uu coaepkuT 200 Mr asurpomuuuHa (B BUAE
TUTUpATA).

BcnoMorarenbHble BellecTBa, HAaJU4YKME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBe
JIEKaQpCTBEHHOI'O Ipernapara: JaKTUTOJ, HaTpui, caxapo3a (cM. paznueinsl 4.3 u

4.4).

[TonHbIl EpeYeHb BCIIOMOTraTEIbHBIX BEMIECTB MIPUBEAECH B pazeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Toporok AJist MPUTOTOBICHUS CYCTICH3UHU ISl IPUEeMa BHYTPb.
[Toporok 6enoro WM KEATOBATO-O0EJIOro IBETa CO CJAa0bIM  (PYKTOBBIM

3al1axoM.
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4. KIMHNYECKHUE JAHHBIE

4.1. IlokazaHus K IPUMEHEHUIO
WNHubeknnoHHOo-BOCTIANMTENbHBIE 3a00JIeBaHNs, BBI3BAHHBIC UYyBCTBUTEIBHBIMU
K IIperapaTy MUKPOOPTaHU3MaMH:

e wuH(pexnuu BepxXHUX AbixareidbHbIX myTed u JIOP-opranoB (dapunrut/
TOH3WJUTUT, CHHYCHT, CPETHUHN OTHUT);

e uHpEKINN HIKHUX ABIXaTeIbHBIX MyTeH: OCTPBIA OPOHXHUT, 000CTpeHHE
XPOHUYECKOTO OpOHXUTAa, MHEBMOHHS, B T.4. BBI3BAHHBIC ATUIMUYHBIMU
BO3OYAUTEINSAMY;

o upH(DEKIMW KOXU M MITKUX TKaHed (poXka, WMIICTUTO, BTOPUYHBIC
UHOUIIMPOBAHHBIE I€PMATO3bI);

e HayanbHas craaus 6osie3Hu Jlalima (60ppenno3) — MUTPUPYIOLLAsL dPUTEMA

(erythema migrans).

4.2. PeskuM 103UPOBaHMSA U CIIOCOO NPUMEHEHUS

PexxuM no3upoBaHUs

Bspocnvie

HDI/I qubeKuuﬂx GEPXHUX U HUHCHUX ObIXAMENbHBIX nvmeﬁ, J]OP-ODZQHOG, KOa#cu

U MASKUX MKAHEl.

500 mr azurpomunmHa (12,5 mu cycnensuu no3upoBkoi 200 mr/5mi) 1 pas B
JIeHb B TeueHue 3 nHeu (kypconas go3a 1500 mr).

Lipu d)apuneume/monswmume, svlzsannblx Streptococcus pyogenes.

500 mr azutpomuniuHa (25 mi cycnensuu n1o3upoBkoit 100 mr/Smut wnm 12,5 min
cycnen3un ao3upoBkoir 200 mr/5Smi) B Tedenwe 3 gHEH (KypcoBas J03a
1500 mr). MakcumanbHas cyTouHas j103a coctasisier 500 mr.

Ilpu o6onesznu Jlauma (Hauanvhas cmaousd 6Ooppeauosza) — mucpupyrouieil

spumeme (ervthema migrans):

B 1-i1 nenpb B go3e 500 mr, 3aTem co 2-ro mo 5-i aeHb B Ao3e 250 mr (kypcoBas

no3a 1500 mr).
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Oco0bIe TPYIIIIHI ITAIIMEHTOB

Ilpu napywenuu ¢ynxkyuu novex: y naiueHtoB ¢ CK® (ckopocTh Ki1yO00UKOBOM
¢unbTpaumn) 10-80 mu/mMuH Koppekuus 1036l He TpeOyercs. I[laumentam c
CK® < 10 mu/mMuH cienyeT NpUHAMATh C OCTOPOKHOCTHIO.
Ilpu Hapywenuu ¢ynkyuu nevenu: TPU TNPUMEHEHHH Y TALUEHTOB C
HapylIieHneM (PyHKIHUY MeYSHH JIETKOW M CpEHEH CTETEeHU TAKECTH KOPPEKIUS
7I03bI HE TpeOyeTcH.
Ilayuenmul nodxcunozo o3pacma: KOppeKUus 103kl HE TpeOyeTcs. Y MOKUIIBIX
NAlMEHTOB MpPU NPUMEHEHUU Aa3UTPOMHIIMHA PEKOMEHIYETCs COONIoAaTh
0CO0YI0 OCTOPO’KHOCTh B CBSI3M C BO3MOKHBIM HAJU4YMEM IPOAPUTMOTECHHBIX
(bakTOpOB, KOTOPHIE MOTYT MOBBIMIATH PUCK Pa3BUTHs CEPACUHON apUTMHUHU H
apUTMUU TUIIA «IAPYIT» (CM. paznen 4.4).

eTu
bezonacHocTh U 3 (HEeKTUBHOCTH Npenapara A3UTPOMHUIIMH DKOMEN Yy JIeTel B
BO3pacTe 10 6 MECSLEB HE YCTAHOBIICHBI.
Tpu unghexyusix sepxuux u HuMCHUX Ovixamenvhvix nymetl, JIOP-opeanos, koxcu
U MACKUX MKaHel
N3 pacuera 10 mr/kr maccel Tena 1 pa3 B ieHb B TeueHue 3 nHei (KypcoBasi 103a
30 mr/kT).
JUis TOYHOrO JO03WPOBAHMSA A3UTPOMHUIIMHA B COOTBETCTBHUM C MAaccoil Teina

pebeHka cieayeT UCIO0JIb30BaTh NPUBEACHHYIO HIXKE TaOIHILy.

Macca tena Jlo3a asuTpoMuIIHA
(o6wem cycnien3uu 200 mr/5 M) Ha 1 puem

10-14 xr 100 mr azurpomunnHa
(2,5 M cycrieH3uHM)

1524 xr 200 mr a3uTpoMULIHA
(5,0 M cycnieH3um)

25-34 xr 300 Mr a3uTpoMHUIIMHA
(7,5 M cycnieH3um)

35-44 kr 400 mMr a3uTpOMHULIMHA
(10,0 M1 cycrieH3un)
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(12,5 ma cycniensun)
(COOTBETCTBYET J103€ AJIs1 B3POCIIBIX NAIL[IEHTOB)

Jletsim ¢ Maccoit Tena mo 10 Kr crieayer mMpUHUMATH a3UTPOMHIMH B (opme

ITOPOIIKA ISl IPUTOTOBJICHHS CYCIIEH3UU JUISl IPUEMA BHYTPh C KOHLIEHTPalUen

100 mr/5 mu.

I[J'IH TOYHOTI'O AO3UPOBAHHA AZUTPOMHIIMHA B COOTBCTCTBHH C MaccoM Tena

pe6eHKa CICAYCT UCIIOJb30BATh ITPUBCIACHHYIO HUIKC Ta6JII/II_Iy.

Macca Tena Jlo3a azutpomuniHa
(o6bem cycniensuun 100 mr/5 mi) Ha 1 npuem

5 kT 50 Mr a3uTpoOMHIIMHA
(2,5 M cycnieH3um)

6 Kr 60 Mr a3uTpoMHIIMHA
(3,0 M cycnieH3um)

7 kr 70 Mr a3UTPOMMIIMHA
(3,5 M cycnieH3um)

8 Kr 80 Mr a3uTpoMHIIMHA
(4,0 M cycrieH3uH)

9 kr 90 Mr azuTpoMHuIIMHA
(4,5 M1 cycrieH3uH)

10 xr 100 mr azurpomuiiHa

(5 M1 cycnieH3un)

IIpu papuneume/monzuniume, BbI3BaHHBIX Streptococcus pyogenes

ABUTPOMUIIUH TIPUMEHSIOT B 03¢ 20 MI/Kr/cyT B TedeHue 3 mHeu (KypcoBas

no3a 60 mr/kr). MakcumanbHas cyTodHas 703a coctapiset 500 mr.

Macca Tesna /lo3a a3uTpOoMULIMHA
(o0bem cycnensun 100 mr/S mor) Ha 1 nmpuem
(20 mr B 1 M1 mepopaibHOM CyCTIEH3HMH)

5 Kkr 100 Mr azuTpoMHuIIMHA
(5 M1t cycrieH3un)

6 Kr 120 Mr a3uTpoMHITIHA
(6 MJ1 cycrieH3un)

7 KT 140 mr azutpomMunHa
(7 m11 cycrieH3un)

8 KT 160 mr azutpomMunHa
(8 M1 cycrieH3un)

9 kr 180 Mr azuTpoMHUIIMHA
(9 M1 cycrieH3un)
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10—14 xr 200280 wr SAA Tpbs i D P 0]
(10-14 mn CYCH€H3I/II/I)

1524 xr 300—480 mr azuTpomMuLIHA
(15—24 mn cycrnieH3un)

> 25 Kr 500 Mr a3uTpoMHUIIMHA

(25 M1 cycnieH3un)
(COOTBETCTBYET J103€ JUIsl B3POCIbIX MAIUEHTOB)

Macca Tesa Jo3a a3uTpoMuHA
(o0bem cycmenzum 200 mr/5 mu1) Ha 1 npuem
(20 mr B 0,5 MJ1 nEpOpaAIBLHOM CYCIIEH3HH )

5 kr 100 Mr azurpomMunHa
(2,5 M1 cycrieH3uHn)
6 Kr 120 Mr a3uTpoMHUIIMHA
(3 M1 cycrieH3un)
7 KT 140 Mr a3uTpoMHITIHA
(3,5 ma1 cycnieH3uHn)
8 KT 160 Mr azurpoMunHa
(4 m11 cycrieH3un)
9 kr 180 mMr azurpomMunrHa
(4,5 M1 cycrieH31H)
10-14 xr 200-280 Mr a3uTpoMHUIIMHA
(5—7 mn cycnieH3un)
15-24 xr 300—480 mr azuTpoMuLIMHA
(7,512 M7 cycneH3un)
> 25 kr 500 Mr a3uTpoOMHITMHA

(12,5 mn cycnieH3un)
(COOTBETCTBYET J103€ JIsl B3POCIBIX MAIUEHTOB)

Ilpu o6onesnu Jlaiima (hauanvhas cmaodus Ooppenuosa) — muepupyrouiei
apumeme (erythema migrans)

B 1-i1 nens B no3e 20 mr/kr/cyT, 3aTeM co 2-1o no 5-ii 1eHb B 1o3e 10 mr/kr/cyT
(xypcoBast nosa 60 wmr/kr). Undopmanuio 1jasi TOYHOTO JO3UPOBAHUS CM. B
Ta0IUIax BHIIIIE.

Crioco0 nmpuMeHEHNUs

BnyTtps, 1 pa3 B cyTkwy, 3a 1 yac 1o nnum yepes 2 yaca nociie eapl.
Ilocne mpuema mnpenapara peOEHKY HEOOXOIUMO 00s3aTENbHO MPENIOKUTh
BBIIIUTh HECKOJIBKO TIJIOTKOB BOJBI, YTOOBI OH CMOI MPOIJIOTUTh OCTaTKU

CYCIICH3UHU.
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[Iepen kaxapIM NPUEMOM IIpenapara ero He0OXOAANO TIHATETAHO RGO TA T 70

MOJTYYEHHUsI OJTHOPOJIHOM cycrnieH3uu. Eciin HeoOX0 UMbl 00beM CYCIICH3UH HE
ObL1 0TOOpaH B TeueHue 20 MUHYT IMOCi€ B30ANThIBAaHUS, CYCIIEH3HUIO CIEAYET
B300JITaTh CHOBa, OTOOpaTh HEOOXOIUMBIN 00BEM U JaTh PEOCHKY.
HeoOxoaumyro 103y OTMEPSIOT ¢ MOMOIIBIO IITTPHUIIA JJIS TO3UPOBAHUS C IICHOM
neneHrss | M M HOMUHAJIBHOM BMECTHMOCTBIO CYCIICH3UH 5 MJ W/WIHU
JIBYCTOPOHHEN MEpPHOU JIOKKOW 00beMOM 2,5 MJI C OJHOW CTOPOHBI M 5 MII C
JIPYTOU CTOPOHBI.

[Tocne mcmosb30BaHUsS MITIPUIL IS MO3UpOBaHUs (IIPEABAPUTEILHO pa3o0pan
€ro) U JIBYCTOPOHHIOK MEPHYIO JIOKKY ITPOMBIBAIOT TPOTOYHOM BOJIOH, CyIIaT U
XpaHAT B CYXOM MECT€ A0 CIEAYIOUIEro mnpuemMa mnpenapara A3UTPOMUIIMH
DKomeS.

HNHCTpYyKLIMK MO NPUTOTOBJICHUIO CYCIIEH3UU JICKAPCTBEHHOTO Mpenapara nepes

IIPUMEHEHUEM CM. B paszeie 6.6.

4.3. IlpoTuBONOKA3aHUS

— THUIEPYYBCTBUTECIBHOCTh K A3UTPOMHUIIMHY, DPUTPOMUIIUHY, JPYTHUM
MaKpOJIMJIaM WJIM KETOJWJaM, WM K JI0OOMY W3 BCIIOMOTAaTENIbHBIX BEIIECTB,
MIEPEUUCIICHHBIX B pazzene 6.1;

— HapylIeHne (PYHKIMH MeUeHn Tsokenoi crenenu (kiacc C mo kinaccupukanuu
Yaiina-I1s10);

— JeuuuT caxapasbl/M30MalIbTa3bl, HENEPEHOCUMOCTb (PPYKTO3bI, TIHOKO30-
rajlakTo3Has MaabaOCcopOIus;

— JIETCKUH BO3pacT 10 6 Mec.;

— OJIHOBPEMEHHBII TpHEM C JpProTaMHHOM M JAUTHAPOIPTOTAMUHOM (CM.

pasnensl 4.4 1 4.5).

4.4. OcoOble yKazaHus M Mepbl NMPEIO0CTOPOKHOCTH NPU NIPUMEHEHHUH

C 0oCTOPOKHOCTEIO

Muacrenus; HapymieHue QYHKIMM TI€YCHW JIETKOM ¥ CPEIHEW CTemneHH

TSOKECTH; TEpMHUHAJIbHAasg TodyeyHas HeaoctarodHocTh ¢ CK®  (ckopocTh

6
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MPOAPUTMOTCHHBIX  (PaKTOPOB (OCOOEHHO Yy TOXWIBIX IAIlUEHTOB): C
BPOJKJICHHBIM WJIM TTPUOOPETEHHBIM Y JIMHEHHEM nHTepBania QT, y marueHTos,
MOJIYYAIONIMX TEpanuio aHTHUAPUTMUYECKMMHU TMpenaparamMu KjaccoB [A
(xuauauH, npokamHamuna), I (godermnma, amuomapoH U COTaIoON),
[U3anpuaoM, TepPEHATUNHOM, aHTUIICHXOTUYECKUMH TIpenaparamMu (TMMO3HU/),
aHTHaenpeccantamMu (muTanonpam), (GropxuHOIOHAMH (MOKCHQIOKCAIIUH H
JeBo(IIOKCaIMH), ¢ HAPYIIEHUSMHU BOJIHO-AJICKTPOJIMTHOTO OanaHca, 0COOCHHO
B Clydae THUINOKAJIUEMUU WM TUIIOMAarHUEMUHU, C KIWHAYECKH 3HAYMMOU
Opaaukapauei, apuTMHen cep/ia, Wik cepeYHON HETIOCTATOUYHOCTBIO TXKEIIOM
CTETIICHU; OJTHOBPEMEHHOE NTPUMEHEHUE JUTOKCHHA, Bap(apruHa, IUKIOCIIOPHHA,
caxapHbIi 1raber.

Ocobnie YKa3aHusi

Tak ke Kak IMpu NOPUMEHEHUH HPUTPOMHUIIMHA U JPYTUX MAaKpOJIUJIOB,
COOOMIANIOCH O PENKUX CIIy4asX CEPbE3HBIX AJUIEPTHUYECKUX PEaAKIUi, BKIIIOYAs
AHTMOHEBPOTUYECKUM OTEK M aHA(PUIAKCHUIO (B PEAKUX CIIy4asx C JIeTaJbHBIM
UCXOJOM), KOXKHBIX pEaKlHil, BKIIOYasi OCTPbId  T'€HEpPaTU30BAHHBIMI
DK3aHTEMATO3HbIN IyCTyse3, cuHApoM CTuBeHca-/[)KOHCOHA, TOKCHUYECKHIA
ANUJEPMATIbHBIA HEKpOoJau3 (B pEIKUX Clydyasix C JIETAJIbHBIM HCXOJ0M),
JIEKapCTBEHHYIO CBHIlIb C DO3WHOQUIMEH U CHUCTEMHBIMU TPOSBICHUSIMHU
(DRESS-cunnpom) (cm. pazgen 4.8). Hekoropble U3 Takux peakiuid,
Pa3BUBIIHUXCS npu MPUMEHEHUU a3UTPOMHUIINHA, npuoopeTau
peuuauBUpYIOIIee TeueHWe W TpeOOBadu MPOJOJIKUTEIHHOTO JIEYECHUS U
HaAOJIIOICHMUSL.

[Ipu pa3BUTHUN alNIEPruYecKOr peakiuu npenapar ciielyeT OTMEHUTh U HayaTh
cooTBeTCTByIO1IEE JieueHHe. Cileayer HMMETh B BHJY, 4YTO IIOCJIE OTMEHBI
CUMIITOMATUYECKON  Tepamuu  BO3MOXXHO  BO30OHOBJICHHE  CHUMIITOMOB
AJUIEPTUYECKOU PEAKIIUU.

B cnydae mpomycka mpueMa OAHOM J03bl a3UTPOMUIIMHA MPOMYIICHHYIO 03y

CICAYCT IPUHATH KaK MOKHO PaHbIIC, a ITOCIICAYIOIHNUC — C IICPCPBIBAMU B 24 4,
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ABUTPOMUIIMH CJIEAYET MPUHUMATH, IO Imavmé_ll ) “lllﬁ:'é:l QBATRHEHOGETS 083

yepes JiBa yaca moclie mpuemMa aHTaluAHbIX IpernapaTos.
ABUTPOMULIMH CJE€AyeT NPUHUMATh C OCTOPOXKHOCTBIO Y TAIMEHTOB C
HapylieHueM (PYHKIIUU MEYEHU JIETKOW U CPeTHEH TSHKECTH U3-3a BOZMOXKHOCTH
pa3BUTHS  (PYJIbMHUHAHTHOTO TeMaTUTa W [EYEHOYHOW HEIOCTATOUYHOCTH
TSKENoN cTenenu (cm. pazzaen 4.3).

[Ipy HanMuMu CUMOTOMOB HapymieHWs (YHKIHUUA TIEYCHH, TaKUX KaK OBICTPO
HapacTaiouiasi acTeHWsl, JKeJITyXa, IOTEeMHEHHE MOYHM, CKIOHHOCTb K
KPOBOTEUEHUSIM, TI€YEHOUYHAasl »SHiledanonaTus, TEpanul a3uTPOMULIMHOM
clelyeT MPeKpaTUTh U MPOBECTU UCCIeI0BaHNE (QYHKIHMOHATBLHOTO COCTOSHUS
neyeHu (cM. pasnen 4.3).

Ilpu napywenusx ¢yuxkyuu nouex: y mamueHtoB ¢ CK® 10-80 mn/mun
KOppekuus 11036l He Tpelyercsa, y mnamueHToB ¢ CK® < 10 wmu/muH
HAO0JIIOAAJIOCh YBEJIMYEHUE CHUCTEMHOIO BO3JEHCTBUS a3uTpomMuuuHa Ha 33 %.
Tepanuro npenapaToM CIEIyET IPOBOJUTH C OCTOPOKHOCTBIO IOJ KOHTPOJIEM
COCTOSIHUS (PYHKIIMU MOYEK.

Kak u npu npuMeHeHnn Ipyrux aHTHOAKTepUaIbHBIX MMPENapaToB, MPU TEPATHH
a3UTPOMUIIMHOM CJIEYET PEryjsipHO OOCJIeI0BaTh MNAIMEHTOB HAa HAIU4YUE
HEBOCTIPUMMYMBBIX MUKPOOPTaHU3MOB U MPU3HAKU PA3BUTHUS CyNepUH(EKIN,
B TOM YHCJIE TPUOKOBBIX.

ABUTPOMUIIMH HE CIIelyeT MPUMEHSITh 0oJiee IUTEIbHBIMU KypCcamH, 4eM
yKa3aHO B HWHCTPYKIMH, TaK Kak (apMaKOKMHETHYECKHE CBOWCTBA
a3UTPOMHUIIMHA TO3BOJIIIOT PEKOMEH/JIO0BATh KOPOTKUA W TPOCTOM PEXKUM
JI03UPOBaHMUS.

Her pnaHHBIX O BO3MOXHOM B3aUMOJCHCTBUM MEXAY a3UTPOMHUIIMHOM U
MPOU3BOJAHBIMU JProTaMMHa H JUTHAPOIProTaMHHA, HO H3-32 PA3BUTHUS
AProTusMa Mpu OJHOBPEMEHHOM MPUMEHEHUU MAKPOJIMJOB C MPOU3BOJIHBIMU
AproTamMuHa U AUTUIPOIPTOTAMUHA JIaHHASI KOMOMHAITUS TTPOTUBOIIOKA3aHa (CM.

pazzneinsl 4.3 u 4.5).
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NICEeBJIOMEMOPAHO3HOTO KoJiuTa, Bhi3BaHHOTO Clostridium difficile, xak B BHE
JIETKOW JOHaped, TaK M TSOKEIOoro KojuTa. llpm pa3BUTHM aHTUOMOTHK-
aCCOIIMMPOBAHHON Auapen Ha (OHE MprUeMa a3UTPOMHUIIMHA, a TaKXKe uepes
2 Mecsila Mocjie OKOHYAHMSI TEpanuH CleAyeT HUCKIIOYHUTH KIOCTPUIUATbHBIHN
MICEBIOMEMOPAHO3HBIA KOMUT. Henmb3s mpuMEHSTh TpemapaThl, TOPMO3SIIHE
NEePUCTATbTUKY KUIIEYHUKA (cM. pa3zaen 4.8).

[lpy nedeHum MakpoNIMIAMHU, B TOM YHCIE a3UTPOMUIIMHOM, HAOIIOAAIOCH
YUIMHEHUE CEPAEYHOU penosisipu3annu U uHTtepBana QT, moBpimaromux puck
Pa3BUTHS CEPCUHBIX APUTMHUM, B TOM YUCIIE APUTMHUH THUIA KITUPYIT», KOTOPHIE
MOT'YT NPUBECTHU K OCTAHOBKE cepana (cMm. pazaen 4.8).

Cnengyer coOm0oaTh OCTOPOXKHOCTH MPU TPUMEHEHHH a3UTPOMHUIIMHA Y
NAIMEHTOB C HAJIUYUEM MPOAPUTMOTECHHBIX (PAKTOPOB (OCOOCHHO Y MOKHIIBIX
MAIMEHTOB), B TOM YHCJIE C BPOXICHHBIM WU NPHOOPETCHHBIM YIJIMHCHUEM
uaTepBaia QT, y manueHToB, MPUHUMAIONUX AHTHAPUTMHUUYECKHUE MPETapaThl
kiaccoB [A (xununun, npokaunamun), 111 (moderunua, amruonapoH u cotayion),
nu3anpuja, TepdeHaauH, AaHTHICUXOTHYECKHWE  mpenapatsl  (MUMO3HUN),
aHTUJENPecCanThl  (UMUTaIonpaM), (QTOPXUHONOHBI (MOKCHU(]IIOKCAIUH W
JeBO(IIOKCAIIH), ¢ HAPYLICHUSIMH BOJHO-3JIEKTPOJIUTHOTO OanaHca, 0COOCHHO
B Clydae THUNOKAJIUEMUU WIM TUIIOMAarHUEMUHU, C KIMHAYECKH 3HAYMMOM
Opaaukapaueit, apuTMHEH cep/la WK TSHKEION CepJIeYHON HeTOCTATOYHOCTBIO.
[Tpumenenue A3UTPOMUITIHA MOJXKET CIIPOBOIIUPOBATH pa3BUTHE
MHUACTEHUYECKOTI0 CUHPOMA UJTU BbI3BATh 00OCTPEHNE MUACTEHUHU.

[lepen Ha3HaueHHWEM a3WTPOMHUIIMHA BCEM TAaI[UCHTaM, MPUHUMAIOIIAM
TUAPOKCUXJTIOPOXUH WM XJIOPOXHH, TIIATEIHHO B3BECHTE COOTHOIICHUE TMOJIH3bI
U pHUCKA U3-3a MOTEHIIMAIBHO TMOBBIIIEHHOTO PHUCKA CEPJIEYHO-COCYAUCTHIX
COOBITHI U CEPJIEUHO-COCYAUCTON CMEPTHOCTH (CM. pazzein 4.5).

Buezannas cepoeuno-cocyoucmas cmepms

HekoTopsie HabmonaTenbHbIE UCCIETOBAHUS TOKA3all MPUMEPHO IBYKPATHOE

YBCIIMYCHUC KPATKOCPOYHOI'O IMOTCHHOHUAJIBHOI'O PpPHUCKA BHE3AITHOM CCPACUYHO-
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841

o (MOCNENOBRL HO) 0003
COCYIUCTOH CMEPTH y B3POCHBIX, nonyqamnnxnn‘qurgf;e AR TP ORI AN, b

T

CPaBHCHHMIO C JIPYrUMH aHTHOAKTepUAIbHBIMH TIpernapaTaMy, BKJIOYas
aMOKCHUIIWJUIMH. BbUIO OTMEUYEHO, YTO ATOT MOTEHIUAIbHBIA PUCK OBLI BHIIIE B
TEYEHUE TMEPBBIX S JHEH NPUMEHECHUS Aa3UTPOMUIIMHA. J[aHHBIE ATHX
HaOIIOJIaTeNIbHBIX  MCCIICIOBAHUI  HEIOCTATOYHBI IS YCTAHOBJICHUS WM
VCKJIIOUECHUSI TPUYUHHO-CIEACTBEHHOM CBSI3M MEXKAY BHE3AIIHOM CEPACYHO-
COCYIUCTOM CMEPThI0 M MNPUMEHEHUEM a3uTpomuimHa. [lepen Ha3zHadeHHEM
a3UTPOMULIMHA MAlUEHTaM, B AHAMHE3€ KOTOPBIX €CTh YKa3aHUE Ha PUCK
yanuHenus uarepBana QT, Heooxoaumo nposeaenue JKI'.

BcniomorarenbHbI€ BEILIECTBA

Januelii npenapar coaepxkut 8,4 wmmons (wim 193,2 wmr) Hatpus Ha
MaKCHUMaJIbHYIO pa3oByto 103y (25 mu cycnenszuu 100 mr/5 mur). Heo6xomumo
YUHUTHIBATh MAI[MEHTaM, HaXOASIIUMCS HA IUE€TE C OTPAHUYCHUEM MOCTYIUICHHUS

HaTpHS.

4.5. BzauMojeiicTBUE ¢ IPYrUMHU JIEKAPCTBEHHBIMU MPeNapaTamMu U Apyrue
BU/IbI B3aUMOIEHCTBHS

Anmayuonvie npenapamol

AHTaIUAHBIE TIpenapaThl HE BIUSIOT HAa OMOJOCTYHNHOCTh a3UTPOMUIIMHA, HO
YMEHBIIIAIOT MAaKCUMAaJbHYI0 KOHIIEHTpauui B kpoBu Ha 30 %, mosromy
npenapar ciaeayeT NIpuHUMaTh, M0 KpailHel Mepe, 32 OAMH Yac 0 UK Yepes3 J1Ba
yaca nocJje npruemMa 3TUX npenapaToB U efbl (cM. pasnaen 4.4).

Lemupuzun

OnHOBpeMEHHOE NMPUMEHEHUE B TEUEHUE S5 JHEH Yy 3I0pOBBIX JOOPOBOJIBLIEB
a3UTPOMHUIIMHA C TEeTUPU3UHOM (20 Mr) He TpuBeIo K (HapMaKOKHHETHIECKOMY
B3aMMOJICHCTBUIO U CYLIECTBEHHOMY U3MEHEHUIO nHTepBana QT.

Jluoanoszun (Ouodezoxcuuno3um)

OnnoBpemeHHoe mpuMmeHeHue asutrpomuiimHa (1200 mr/cyt) m AumaHo3WHA

(400 mr/cyT) y 6 BUY-un(duLMpOBaHHBIX MAlIMEHTOB HE BBISBUJIO U3MEHEHMI
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 10.11.2023 N2 22841

(hapMaKOKHHETHYECKUX TIOKa3aHUA JIH
arneoo.

Hueoxcun u koaxuyun (cyocmpamol P-enuxonpomeuna)

OAHOBpEMEHHOE TPUMEHEHHE MAKPOJUIHBIX AHTHOMOTHUKOB, B TOM YHCIIE
a3UTPOMHUIIMHA, C cyOcTpaTamMu P-riamkonmporerHa, TaKMMHU KakK JIMTOKCUH U
KOJNXUIMH,  OPUBOAUT K  TOBBIIIEHUIO  KOHIIEHTpauuu  cyOcTpara
P-rimukonporenHa B CHIBOPOTKE KPOBHU. Takum 00pa3oM, Mpu OJHOBPEMEHHOM
NPUMEHEHUU  a3UTPOMHIIMHA M  JUTOKCMHA  HEOOXOJMMO  YUYUTHIBATH
BO3MOKHOCTh MOBBIIICHUS! KOHIICHTPAI[UU JUTOKCHHA B CBIBOPOTKE KPOBHU.
3uoosyoun

OnHOBpEeMEHHOE MPUMEHEHHUE a3uTpoMuUlIMHa (0HOpa3oBbii nmpuem 1000 mr u
MHOTrokpaTHbiii npuem 1200 mMr wiu 600 Mr) oka3pIBaeT HE3HAUYMTEIHHOE
BIUSIHUE Ha (PApMAaKOKWHETUKY, B TOM YHCJIC BbIBEJACHUE MOYKAMU 3UJIOBYAMHA
WIN €r0 TIIOKYPOHHIHOTO MeTabonuTta. OgHaKO NMPUMEHEHHUE a3uTPOMHIIMHA
BBI3BIBAJIO YBEJMYCHUE KOHIEHTpauu (HOochHOpHUINPOBAHHOTO 3HUIOBYIMHA,
KJIMHUYECKH AaKTHUBHOTO MeTa0oiuTa B MOHOHYKIEapax mnepudepuyecKoi
KpoBu. KimmHnveckoe 3HaueHue 3Toro (pakra HEsICHO.

ABUTPOMUILIMH 1200 B3aUMOACHCTBYET ¢ M30(epMEHTAMU CUCTEMBI IIUTOXpOMA
P450.

He BbIsIBIEHO, YTO a3UTPOMUIIMH YydYacTByeT B (HapMaKOKHHETHYECKUX
B3aUMOJICHCTBUSAX AHAJIOTUYHO OHPUTPOMUIIMHY W JAPYTUM  MaKpOJIHIaM.
ABUTPOMUIIUH HE SBISICTCS HMHTHOUTOPOM H HWHIYKTOPOM H30(EPMEHTOB
uuroxpoma P450.

Anxanouodwvl cnopvitbu

YuuThiBas TEOPETHYECKYI0  BO3MOXHOCTh  BO3HHUKHOBEHHSI  HProTusMa,
OJIHOBPEMEHHOE IPUMEHEHUE A3UTPOMHIMHA C MPOU3BOJHBIMHU AJIKAJIOUIOB
CIIOPBIHBY ITPOTHUBOIIOKA3aHO (CM. pa3aen 4.4).

beun  mpoBeneHbl  (apMaKOKMHETHYECKUE MCCIEIOBAHUS OJHOBPEMEHHOTO
MPUMEHEHUS a3UTPOMUIIMHA U TIPEnapaToB, METa00IM3M KOTOPBIX MPOUCXOJAUT

¢ yyactueM n30(epMeHTOB CUCTEMBI ITuToXpoma P450.
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
(NOCNEOCBATENEHOCTE 00035)

Amopsacmamun

OpHoBpeMeHHOE mNpuUMeHeHHe aTtopBactatuHa (10 Mr  eXelIHEBHO) W
azutpomuIimHa (500 MI €XeIHEBHO) HE BBI3BIBAIIO M3MECHCHHS KOHIICHTPAIIHA
aTopBacTaTWHa B IUIa3Me KPOBU (Ha OCHOBE aHaynu3a uHrubOuposanus ['MI -
KoA-penykra3zel). OqHako, B TOCTPETrUCTPALIMOHHOM NEPUOJE ObUTH MOTYYEHBI
OTZIETTLHBIC COOOIICHUS O CiIydasx pabIoMuoiin3a y MAIMEHTOB, MOIYYarONIuX
OJTHOBPEMEHHO a3UTPOMHUIIMH U CTATUHBI.

Kapbamazenumn

B papmakoknHEeTHUECKHX UCCIETOBAHMIX C YIACTHEM 37]0POBBIX TOOPOBOJIBIICB
HE BBISBJICHO CYUIECTBEHHOI'O BJIMSIHUSI Ha KOHIEHTpAIMIO0 KapOamaszenuHa U
€ro akTHBHOTO METa0OJMTa B IJJa3ME€ KPOBHU Yy MAIMEHTOB, IOJYYaBIIUX
OJIHOBPEMEHHO a3UTPOMHUITUH.

Llumemuoun

B (dhapmakokmHETHYECKUX MCCICIOBAHMSIX BIUSHUS Pa30BOU J03bI IIUMETHANHA
Ha  (apMaKOKMHETUKY  a3WTPOMHIIMHA  HE  BBISIBJICHO  M3MEHECHHM
(hapMaKOKMHETHKH a3UTPOMUIIMHA, MPU YCIOBUH MPUMEHEHUS MUMETHANHA 32
2 4 J10 a3UTPOMUIIMHA.

AHmuxoaz2yisiHmol HENPAMO20 Oelcmeus (NPou3eo0Hsle KyMapuHa)

B dapmakoxkuHeTHUECKHX HWCCIEAOBAHUSAX Aa3WTPOMHIIMH HE BIMSUT  HA
AHTUKOATYJSHTHBIM 3¢ ¢deKT omHOKpaTHOM m03bl 15 wMr Bapdapuna,
MPUHUMAEMOTO 3I0POBBIMU J10OpoBOJIbIIaMH. CoO0MIANOCh O MOTEHITMPOBAHUH
aHTUKOATYJSHTHOTO  3(ddexra mociae  OJHOBPEMEHHOTO  MPUMEHCHUS
aQ3UTPOMUIIMHA M AHTUKOAryJSIHTOB HENpPSIMOro JEeWCTBHUS (TMPOU3BOJHBIC
KyMapuHa). HecMOTpst Ha TO, YTO MPUYWHHAS CBSI3b HE YCTAHOBJICHA, CIICTYCT
YYUTHIBATH HEO0OXOIMMOCTh IPOBEICHUS 4acToOro MOHUTOPHUHTA
IPOTPOMOMHOBOTO BPEMEHHM MpPH NMPUMEHEHUU a3WTPOMMIIMHA Yy TAI[MEHTOB,
KOTOpBIE TIONYYalOT TEPOPATbHBIE AHTHUKOATYJSHTH HEMPSMOTO JEHCTBUS

(Ipou3BOAHBIE KYMapUHA).
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
(NOCNEOCBATENEHOCTE 00035)

LHuxnocnopun

B dapmakokuHeTHUECKOM HCCIIEJOBAHUU C YHAaCTHEM 3[I0POBBIX I00pOBOJIBIIEB,
KOTOpblE B Te4YeHHe 3 JHEeW NpUHUMAIM BHYTpb azutpoMuiuH (500 mr/cyt
OJIHOKpaTHO), a 3aTreMm IwmkiocnopuH (10 Mr/kr/cyT oaHOKpaTHO), OBLIO
BBISIBJICHO JIOCTOBEPHOE MOBBIIICHHE MaKCUMaibHOW KOHIEHTpAaUUU (Cmax) B
ia3Me KpOBU W IUIOIIAMU TOJ KPUBOU «KOHIEHTparusi - Bpems» (AUCo-s)
nukiocnopuna. Criemyer coOII0JaTh OCTOPOXKHOCTh MPU  OJHOBPEMEHHOM
NPUMEHEHUHU ITUX MpemnapaToB. B ciydyae HE0OXOIUMOCTH OJHOBPEMEHHOTO
NPUMEHEHUS JTUX MpPEnaparoB HEOOXOJWMO MPOBOJUTH MOHUTOPUHT
KOHIIEHTpAallMd  I[HUKJIOCIOpMHA B TIUIa3M€ KPOBM U COOTBETCTBEHHO
KOPPEKTUPOBATH J103Y.

dpasupens

OnHoBpeMeHHOE mNpuMeHeHue asutpomuiinHa (600 Mr/cyT OJHOKpaTHO) H
adaBupensa (400 Mr/cyT) eXeTHEBHO B TEUCHHE 7 JTHEW HE BBI3BIBAIIO KAKOTO-
100 KIMHUYECKHU 3HAYUMOT0 (PapMaKOKWHETUYECKOTO B3aUMOICHCTBUSI.
DnykoHazon

OnHoBpeMeHHOe npuMeHeHue azutpomuimia (1200 Mr oIHOKpaTHO) HE MEHSIIO
dbapmakokuHeTuky Qurykonazosna (800 mr omgHokpaTHO). OOIIas SKCHIO3UILMS U
NEpUOJ MOJYBBIBEICHHUS a3UTPOMUIIMHA HE U3MEHSJIUCH MPU OJHOBPEMEHHOM
npuMeHeHun (IYyKOHA30J1a, OJHAKO TMPU ATOM HaOmoganu CHIKEHHE Cmax
azurpomuiiviHa (Ha 18 %), 4To HEe UMEJI0 KJIMHUYECKOTO 3HAUYCHMUSI.

Hnounasup

OnHoBpeMeHHOE TIpuMeHeHHe asuTpomuimHa (1200 Mr OJHOKpaTHO) He
OKa3bIBaJO CTAaTUCTUYECKU JIOCTOBEPHOIO BIMSHUS Ha (PapMaKOKUHETUKY
unauHasupa (mo 800 mr 3 pa3a B CyTKM B T€UEHHUE S5 AHEN).

Memuanpeonuzonon

ABUTPOMUIIMH HE OKa3bIBAET CYIICCTBEHHOTO BIUSHUS Ha (hapMaKOKHHETHKY

MCTHUIIIIPCAHU30JIOHA.

13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
(NOCNEOCBATENEHOCTE 00035)

Hengunasup

OnnoBpeMeHHOe TpuMeHeHne azuTpomuimHa (1200 mr) m HenduHaBupa (1O
750 Mmr 3 pa3za B JIeHb) BBI3BIBACT IOBBIIIEHUE PABHOBECHBIX KOHIIEHTPALIU
a3UTPOMHIIMHA B CBHIBOPOTKE KpoBU. KiMHHMYECKM 3HAYMMBIX TMOOOYHBIX
3¢ dexToB He HAOIIOIANOCh, UM KOPPEKIHMH [03bl a3UTPOMHUIIMHA TIPU €ro
OJTHOBPEMEHHOM NIPUMEHEHUH C HeI(PHUHABUPOM HE TpeOyeTCs.

Pugabymumn

OnHOBpEeMEHHOE MPUMEHEHUE a3UTpOMUIIMHA W pudadyThHa HE BIUSIET Ha
KOHIICHTPAIIMIO KaXXJOro M3 IMpernaparoB B CbHIBOPOTKE KpoBu. llpu
OJIHOBPEMEHHOM  IPUMEHEHUU Aa3UTPOMUIIMHA U  pudabdyTuHa HHOTrAA
HaOmonanace  HeWtponenus. HecmoTps Ha TO, 4YTO  HEHUTPONEHHUS
accolMMpoBajach C TMpUMEHEHHEeM pudabyTuHa, NPUUYUHHO-CIICICTBEHHAS
CBSA3b MEXJYy NPUMEHEHHEM KOMOWHAIMU a3uTpOMHUIMHA U pudadyTUHA U
HEWUTPONIEHNEN HE YCTAaHOBJICHA.

Cunoenagun

[Ipu npumeHeHHH y 370pOBBIX JTOOPOBOJIBIIEB HE MOJYyYEHBI JOKa3aTeIhCTBa
BiusiHus azurpomuimHa (500 mr/cyt exenneBHo B Teuenue 3 nuerl) Ha AUC u
Crax criiieHaduiIa Wik €ro OCHOBHOTO HUPKYJIMPYIOLIEro MeTa0oJInTa.
Teppenaoun

B dapmakoknHETHUECKMX HCCIECIOBAHUSAX HE OBUIO MOJYYEHO JT0Ka3aTeNIbCTB
B3aUMOJICHCTBUSL MEXAY azuTpoMUIIMHOM U TepdenaauHoMm. Coobmanoch o
CAMHUYHBIX CIIy4yasX, KOrJa BO3MOXHOCTh TaKOTO B3aWMOJICUCTBUS HEJb3S
ObUIO MCKJIIOYUThH IMOJHOCTBIO, OJHAKO HE OBUIO HU OJHOTO KOHKPETHOTO
JI0Ka3aTeIbCTBA, UTO TAKOE B3aUMO/ICHCTBUE UMEIIO MECTO.

bbulo  ycTaHOBJIEHO, YTO OJHOBPEMEHHOE TMpUMEHEHHWe TepheHaanHa wu
MaKpOJIMJIOB MOKET BbI3BATh apUTMHUIO U yainHeHue narepaia QT.

Teogpunnun

He BoIsiBIIEHO B33HMOI[€I>1CTBHG MCIKAY a3UTPOMHUIIMHOM U TGO(bI/IJ'IJ'II/IHOM.
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
(NOCNEOCBATENEHOCTE 00035)

Tpuazonam/muoazonam

3HAYUTEIBHBIX ~ M3MEHEHHH  (PapMaKOKMHETUYECKUX  IOKazareyied  mpu
OJTHOBPEMECHHOM  NPHUMCHCHHH  a3UTPOMHIIMHA C  TPHUA30jJaMOM  HJIU
MU/1a30JIaMOM B TE€PAIICBTHUECKUX J103aX HE BBISBJICHO.
Tpumemonpum/cyrvchamemorcason

OpHOBpeMEHHOE  NPUMCHEHHE  TPUMETOINPHMa/Cyib(paMeToKca3ola  C
a3UTPOMUIIMHOM HE BBISBHIO CYIIECTBEHHOTO BIIMSAHUAA HAa Cmax, OOIIYFO
AKCIO3UIIHIO WIH IKCKPEIHIO OYKaMHU TPUMETOIPHUMA WIH
cyibhameTokca3zoyia. KoHIEHTpamuu a3uTPOMHUIIMHA B CHIBOPOTKE KpPOBHU
COOTBETCTBOBAJIU BBISBIISICMBIM B JIPYTHX HCCIICTIOBAHUSX.

Coemecmmoe npumeHenue ¢ 2UOPOKCUXTOPOXUHOM U XAOPOXUHOM

JlarHbIe HAOTIOCHU ITOKA3aJli, 9TO COBMECTHOE MPUMEHCHHE a3UTPOMHUIIMHA C
T'UPOKCUXJIOPOXMHOM Y MAI[MCHTOB C PEBMATOUIHBIM apTPUTOM CBSI3aHO C
TIOBBIIIICHHBIM PHCKOM Pa3BHTHS CEPACYHO-COCYIUCTHIX COOBITUH U CEpJICUHO-
COCYAMCTON CcMepTHOCTH. M3-3a BO3MOXHOI'O aHAJIOTMYHOTO PHCKA IPHU
NPUMEHEHUHU JPYTHX MaKPOJHUIOB B COUYCTAHHUU C THIAPOKCHUXJIOPOXHHOM HIIU
XJIOPOXHHOM CJICIyeT THIATSIbHO B3BECHTH COOTHOIICHHE ITOJIb3BI M PHUCKA,
NpeXJe YeM Ha3Ha4yaTh A3UTPOMUIIMH JIIOOBIM MallMeHTaM, MPUHUMAIOIIAM

TUAPOKCUXIIOPOXHH WU XJIOPOXHH.

4.6. PepTUIBHOCTDH, 0€PEMEHHOCTDH U JIAKTALUA

bepeMeHHOCTh

[Ipu OepeMEHHOCTH a3UTPOMHMIIMH TPUMEHSIOT TOJIBKO B ClIy4yae, €cCiH
npearnonaaraeMasi mojp3a Uil MaTepu MNPEBBIIACT MOTEHUHAIbHBIA PUCK JJIS
I10/1a.

JlakTanus

B nepuon rpyaHOro BCKApMIIMBAHUS HNPUMEHSAKOT TOJBKO B Clly4yae, €CJu
npeamnoyiaraeMas Mnojb3a Uil MaTepu MPEBBIIACT NOTCHUUAIBHBIM PUCK IS
pebenka. [Ipu HEOOXOIUMOCTH TPUMEHEHUS a3UTPOMUIIMHA B IEPUOJ TPYIHOTO

BCKapMJIMBaHUS PCKOMCHIAYCTCA ITPUOCTAHOBUTH I'PYJIHOC BCKAPMJIMBAHUEC.
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
(NOCNENOBATENEHOC TS 0005)

4.7. BausiHue HAa CIOCOOHOCTH YNpaB
padoraTh ¢ MEXaHU3MAMH

[Ipu pa3BuTuu HexenaTeabHbIX 3(HPEKTOB CO CTOPOHBI HEPBHOU CHUCTEMBI U
opraHa 3peHus CIIeyeT COOII0AaTh OCTOPOKHOCTD MPHU BHITIOJIHEHUH JICUCTBUH,
TpeOYIOIIUX  TOBBIIMIEHHOW  KOHLEHTPAallMd BHUMAHUS U OBICTPOTHI

IICHXOMOTOPHBIX PEAKLIAM.

4.8. HexxesiaTesibHbIE peakiuu

Pe3roMe HexemaTeabHbIX PEAKITHI

Yactora BO3HMKHOBEHHMS HEXEJATENIbHBbIX pEaklUuid  Ompeiensiach B
COOTBETCTBUU v KJaccupukanuen Bcemupnoin Opranuzanuun
3npaBooxpaHeHus: o4eHb yacto (> 1/10); gacto (> 1/100, o < 1/10); Heuacto
(>1/1000, o < 1/100); penko (= 1/10000, mo < 1/1000); oyeHb penko
(< 1/10000), yactora HeM3BeCTHA (HA OCHOBAHUHM UMCIOIITUXCS JaHHBIX OICHUTH
HEBO3MOXKHO).

HUngpexyuu u unsasuu:

HEYacTo: KaHIUAO03, B TOM YHCIE CIU3UCTOM OOOJIOUKH TMOJIOCTH pTa,
BarMHajbHas MHQEKIMs, MHEBMOHHUsS, T'puOKoBas HHPeKUus, OakTepHalbHAs
uHbeknus, GapuHruT, TaCTPOIHTEPUT, PECIIUPATOPHBIEC 3a00JIEBaHUSA, PUHUT;
4acTOTa HEU3BECTHA: IICEBIOMEMOPAHO3HBIN KOJIUT.

Hapywenus co cmoponsl kposu u iumpamuueckoui cucmemvi:

HEYacTO: JIEHKONEHUS, HEUTPOIIEHUS, 303UHODUITHS;

OYEHb PEAKO: TPOMOOILMTOIECHHUS, TEMOJUTUYECKAs AaHEMHUSI.

Hapywenus co cmoponst ummyHHoU cucmempi:

HEYaCTO: aHTHOHEBPOTUYECKUN OTEK, PEaKIMs THIEPUyBCTBUTEILHOCTH;
4acTOTa HEM3BECTHA: aHA(UIIAKTUYECKAs peaKIIHsl.

Hapywenus memabonruzma u numanus.:

HEYacTO: aHOPEKCHSL.

Hapywenus co cmoponwsl nepsHotl cucmemul:

4acTo: FOJI0BHAS 0OJIb;
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COOTBETCTBYET KCNEPTHOMY OTYETY
o 10112023 N2 22841
HEYaCTO: TOJOBOKPY)KEHHE, HAPYIIEHHE RKYCOMRIX GMIgTeHRi (ApecteAl

COHJIUBOCTbH, OECCOHHUIIA, HEPBO3HOCTB;

PEIKO: AKUTAITHS;

4acTOTa HEW3BECTHA: THUIECTE3Us, TPeBOra, arpeccusi, oOMOpPOK, CyJOpOTH,
TICUXOMOTOpPHAS TUTIEPAKTUBHOCTD, MOTEPsI OOOHSHUS, U3BPAIlIEHHOE OOOHSHNUE,
MOTEPS BKYCOBBIX OIYIICHUH, MUACTCHUS, Opel, TAJTIOIIMHAIIHH.

Hapywenus co cmoponul opeana 3penusi:

4acTo: HapyIICHUE 3PCHHSL.

Hapywenus co cmoponul opeana ciyxa u 1abupunma:

HEYacTO: PACCTPOMCTBO CIIyXa, BEPTHUTO;

4acTOTa HEW3BECTHA: HAPYIICHHWE CIyXa, B TOM YHCIIE TUIyXOTa W/WIW IIyM B
yIax.

Hapywenus co cmoponul cepoya:

HEYaCTO: OIYLIEHUE CepILIeOUCHHUS;

OYCHb PEIKO: APUTMHUS;

4acTOTa HEW3BECTHA: yBelaudeHue uHTepBaia QT Ha 3JmeKTpokapauorpamme,
apUTMHSI THIA «IHAPYIT», JKEIyJA0YKOBas TaxXWUKapJus, BHE3aHas CEplIEeYHO-
COCYAMCTast CMEPTh.

Hapywenus co cmoponul cocy0os:

HEYACTO: «IIPWJIUBBD» KPOBH K JIUILY;

4aCTOTa HEM3BECTHA: TTOHMKCHUE apTEPHATBHOTO JIaBJICHU.

Hapywenus co cmoponvl OvixamenvbHoll cucmemvl, opeanos epyOHOU KIemKu u
cpeodocmeHusL:

HEYacTO: OJBIIIKA, HOCOBOE KPOBOTECUEHHE.

Kenyoouno-kuweunvie HapyueHus:

OUYEHb YacTO: Tuapes;

9acTo: TOITHOTA, PBOTA, OOJIb B )KUBOTE;

HEYAaCTO: METEOPHU3M, AUCIEICHs, 3a1op, TaCTPUT, aucdarus, B3AyTUE KUBOTA,
CYXOCTh CIIM3UCTOM OOOJOYKH TIOJOCTA PTa, OTPBDKKA, SI3BBI CIHM3UCTOM

000JIOYKH TTOJIOCTH pTa, IOBBINICHHUEC CCKPCIUHN CIHOHHBIX JKCJIC3,
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841

(NOCNEOOBATENBHOCTb 0005)
OYCHb PEIKO: M3MCHECHHE IIBETA SI3bIKA, TT nkpeaTl;er ENOBATENBHOCTE 0005)

Hapywenus co cmoponsl neuenu u s#cenuesvigo0auux nymeu.:

HEYaCTO: TeNaTuT;

penko: HapylieHue GyHKINY MTeYeHH, X0JIeCTaTHUecKas )KelTyXa,;

4acTOTa HEW3BECTHA: NMEYEHOYHAasi HEJOCTATOYHOCTh (B PEAKUX CIIydasX — C
JCTATBHBIM HMCXOJOM, B OCHOBHOM Ha (JOHE TSKEJIOTO HapyIIeHUS (DYHKITUU
NIEYCHM ); HEKPO3 MeUeHU, ()yTbMUHAHTHBIN renaTur.

Hapywenus co cmoponsl Kodtcu u nOOKONCHBIX MKAHELL:

HEYACTO: KOXHAs ChIllb, 3yJ, KpanmuBHUIA, JEPMATUT, CYXOCTh KOXH,
MOTJIMBOCTB;

penko:  peakuuss — (OTOCEHCHMOWIM3AlMM,  OCTPbIA  TeHEepaJU30BAHHBIN
AK3aHTeMaTo3HbIN nycTyiie3 (OI'9I);

yactota  HeusBecTHa:  cuHApoM  CruBeHca-/[PKOHCOHA,  TOKCHUYECKHIA
AMUACPMAIILHBIN HEKPOJIN3, MyJbTU()OpPMHAS 3pUTEMa, JICKAPCTBEHHAS CHITb C
so3uHOMIHEH u cucteMHbIMU TiposiBieHusIMU (DRESS-cunapom).

Hapywenus co cmoponsl mbiuieunol, ckenemuou u CoeOUHUMeNbHOU MKAHU!
HEYaCTO: OCTECOAPTPUT, MUAITHS, O0JIb B CITUHE, 00JIb B 1IIEE;

4acTOTa HEM3BECTHA: apTPaJITHsl.

Hapywenus co cmoponsl nouex u Mouesvl8005uux nymell:

HEYaCTO: AU3YypHs, 00JIb B 00JIaCTH IMOYEK;

YacTOTa HEW3BECTHA: HWHTEPCTHIHAIBHBIA  HEDPUT, oOCTpas TMOoYeHHAS
HEJIOCTATOYHOCTb.

Hapywenus co cmoponsl penpo0yKmusHoU cucmemvl U MOJIOYHBIX HCENE3:
HEYaCTO: METPOPparuu, HapymeHne PyHKITUN STUYCK.

Obwue napyweHus:

HEYacTo: OTEK, aCTECHUs, HeJOMOTaHue, OUIYIIEHNEe YCTaI0CTH, OTEK JINIa, 00Ib
B TPYH, TUXOpaIKa, IEPUPEPUICCKUE OTCKH.

Jlabopamophvie u uncmpymeHmanvHsle OaHHblE:

4acTO: CHIDKEHHWE KOJMYeCcTBa JMM(OIMTOB, TOBBINICHWE KOJIMYECTBA

D03WHO(UIIOB, TOBBIINICHHE KOJWYEeCTBAa 0a30()MIIOB, TOBBINIEHUE KOJIMYECTBA
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” (MOCTENOBA HO) Qo5
MOHOLIUTOB, IOBBIIICHUE KOJIMYECTBA H I/ITpO(l)I/TlJ_lTGR -l(JEﬁ:Il/I'ﬁ(EéH-lI:IFEﬂIIE(I)-'HII%L;I’“I;]aI]HILI

OuKapOOHATOB B IJIa3Me KPOBH;

HEYacTo: MOBBIIICHUE aKTUBHOCTHU acmlapTaTaMHHOTpaHCcepassbl,
allaHMHAMUHOTpaHc(depasbl, TOBBINICHWE KOHIIGHTpAllMd OwinpyOnMHa B
IUTa3Me KPOBHU, TIOBBIIICHHE KOHIIEHTPAIlMM MOYEBHMHBI B IUIa3Me KPOBH,
MOBBINICHUE KOHIICHTPAIIMA KpEaTHHWHA B TUIa3ME KPOBU, W3MEHEHHUE
colepKaHUsl Kallisg B TUIa3Me€ KPOBH, MOBBIINICHUE AKTUBHOCTH IIEIOYHON
docdaTaspl B IIa3Me KpOBH, MOBBIIICHUE COJACPKAHUS XJIOPHIOB B TUIa3Me
KPOBH, TIOBBIICHWE KOHIICHTPAIIUA TJIOKO3bl B KPOBH, YBEINYCHHUE
KOJIMYECTBA  TPOMOOIIMUTOB,  CHW)KCHHE  TI'E€MaTOKpWUTa,  IOBBIIICHHUE
KOHIICHTpAIlMu OMKAapOOHATOB B IUIa3ME KpPOBU, HM3MEHEHHUE COJCpIKAHUS
HATpHs B TUIa3Me KPOBH.

COO6H_I€HI/IC O ITOA03PCBACMBIX HCKCIATC/IILHBIX PCAKIIUAX

BaxkxHo coo0mare O T0I03peBaeMbBIX HEXKENATeIbHBIX PEAKIUAX TIOCHe
perucTpanuy Tmpemnapara ¢ Ieiblo 00ecTiedeHHs] HEMPEPhIBHOIO MOHUTOPUHTA
COOTHOIIICHHS «IOJIb3a — PHUCK» JICKAPCTBEHHOTO Tpemnapara. MeauIumHCKIM
paboTHHKAM  PEKOMEHAyeTcs  cooOmarb O  JIIOOBIX  IOJ03PEBAaEMbIX
HEXKEJIaTeNbHBIX peaklUsX JIEKapCTBEHHOTO INpernapara 4epe3 HalMOHAJbHBIC
CHUCTEMBI COOOIIEHUS O HEXKENATeIbHBIX PEaKIHusIX TOoCyAapCTB-YJICHOB
EBpa3niickoro ’KOHOMHUYECKOTO COKO3a.

Poccuiickas denepanus

109012, r. MockBa, CiiaBgHcKas miiomaap, a. 4, cTp. 1

OenepanbHas  ciyxba 1o  Hag30py B cdepe  3apaBOOXpaHEHUSA
(Poc3apaBuanzop)

Tenedonsr: +7 (800) 550-99-03, +7 (499) 578-06-70, +7 (499) 578-02-20
DnekTpoHHas moyTa: pharm@roszdravnadzor.gov.ru

Anpec B untepnere: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI: BpEMEHHAS NIOTEPSI CIIyXa, TOIHOTA, PBOTA, AUApEs.
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Jleuenre cuMOTOMATUYECKOE.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHUYEeCKHE CBOIICTBA

dapmakoTeparieBTHUECKas rpymma: aHTUOaKTEepUaIbHbIC cpelcTBa
CHUCTEMHOr0 JICMCTBUS; MAKPOJIMIbI, JHUHKO3aMUHBI U CTPENTOTPAMUHBI;
MaKpOJIU/IbI.

Kon ATX: JOIFA10

MexaHusM nencTBUsd

ABUTPOMULIMH — OaKTepUOCTATHUYECKUH aHTUOMOTHK IIMPOKOr0 CHEKTpa
JNEUCTBUSL W3 TPYIIbl MaKpOIUAOB-a3aiusioB. OOJIagaeT HIMPOKUM CIIEKTPOM
AHTUMUKPOOHOTO nelcTBUS. MexaHu3M JEeWCTBHS a3UTPOMUIIMHA CBSI3aH C
MO/IaBJICHUEM  CHHTe3a Oenka MUKpoOHOW  kieTku. CBs3bIBasich C
50S-cyObenuuuiieli puOOCOMBI, YTHETAeT TMENTHATPAHCIOKA3y Ha CTaJuH
TPAHCHSIMK W TIONABIAECT CHUHTE3 O€nKa, 3aMenyisii POCT W Pa3MHOKCHUE
OakTepuii. B BEICOKMX KOHIIEHTPAIUSAX OKa3bIBAET OAKTEPUILIMIHOE JIEUCTBUE.

dapmakomHaMUYecKre YDHEKTHI

OOnamaer  aKTUBHOCTBIO B OTHOIIGHWH  psiia  I'PaMIIOJIOKUTEIIbHBIX,
rpaMOTPULIATEIIBHBIX, aHa’POOHBIX, BHYTPUKJIETOYHBIX U IpyTuX
MHUKPOOPIraHU3MOB.

Mukpoopraou3Mbl MOTYT HW3HAYaJbHO OBITh YCTOMYMBBIMM K JEHCTBHUIO
aHTHOMOTHKA UJIU MOTYT IPUOOpETaTh YCTOMYUBOCTD K HEMY.

lkana UY6CMEUMENbHOCMU — MUKPOOP2AHUSMOB K A3UMpOMUYUHY

(Munumanvuas uneubupyrowasn konyenmpayus (MUK), me/n)

MukpoopraHu3Mbl MUK, mr/n
YUyBCTBUTEIIbHBIE YcronuuBeie
Staphylococcus <1 >2
Streptococcus A, B, C, G <0,25 >0,5
Streptococcus pneumoniae <0,25 >0,5
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(OCHREDRD En.-l-.TEJ"ii:i-iEL T 0005)

Haemophilus influenzae <012
Moraxella catarrhalis <0,5 >0,5
Neisseria gonorrhoeae <0,25 >0,5

B 6onvuuncmee caiyuaes 4yscmeuniesibHbvle MUKpoOOpeaHu3mbl

1. I pamnonoorcumenvhole Cl3D06bl

Staphylococcus aureus METUITAIITUH-1YBCTBUTEIIbHBIN
Streptococcus pneumoniae NEHUIUIUTMH-1YBCTBUTEIbHBIN
Streptococcus pyogenes

2. FpaMompuuamerbeze a3D06bl

Haemophilus influenzae
Haemophilus parainfluenzae
Legionella pneumophila
Moraxella catarrhalis
Pasteurella multocida
Neisseria gonorrhoeae

3. Anaspobul

Clostridium perfringens
Fusobacterium spp.
Prevotella spp.
Porphyromonas spp.

4. Jlpyveue muxkpoopcanusmul

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Mukpoopeanusmol, cnocodmvie pazeums YCMoOUYUEOCHb K A3UMPOMUYUHY

I pamnonoscumenvHole a3l?06bl

Streptococcus pneumoniae IEHULNIUIMH-YCTONYUBBIN
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H3nuauanvno ycmouuugvie MUKPOOP2AHU3.

I pamnonosxcumenvrole a3l?06bl

Enterococcus faecalis

Staphylococci (METUIMIUIMH-YCTOMYMBBIE CTAaQUIOKOKKH C OYEHb BBICOKOM
4acTOTON 00J1a/1al0T MPHUOOPETEHHOW YCTOWIMBOCTHIO K MaKPOJIHIaM)
I'pammonoxurensHbie OaKTEpHUH, yCTOWYUBBIE K SPUTPOMUIIHHY .

Anaspoboi

Bacteroides fragilis

[To pesynpTaTaM KIMHUYECKUX WCCICIOBAHUN, TPOBEAECHHBIX Ha JETAX,
UCTIOJb30BAaHUE a3UTPOMHUIIMHA HE PEKOMEHIOBAHO JIJIs JICUCHUSI MAJISIPUH, HU B
KauyecTBE MOHOTEpAlMM, HU B COYCTAHWM C TpermapaTtaMu, COJCPKAIIUMU
XJIOPDOXUH WM apPTEMHU3UWHUH, TIOCKOJIbKY TOT (DaKT, YTO a3UTPOMHIIMH HE
yCTymaeT o 3G (HeKTUBHOCTH AaHTUMAJIIPUIHBIM nperaparam,
PEKOMEHJIOBAaHHBIM  JIJI  JICYCHUS HEOCIOKHEHHOW Majsipuu, HE ObLI

YCTaHOBJICH.

5.2. ®DapmakoKNHeTHYECKHE CBOIICTBA

AOGcopbitus

[Tocne mnpuema BHYTPh a3UTPOMHIIMH XOPOILIO BCACBHIBAETCS U  OBICTPO
pacupenensiercss B OpraHusMe.

Pacopenenenue

[Tocne omnokparnoro mpuema 500 mr OmomoctymHocts — 37 % (3ddexr
«TIEPBOTO MPOXOXKIACHUS»), MakcuMaibHast KoHIeHTpanus (Cmax) (0,4 mr/m) B
KpOBHM co3aaeTcsi 4depe3 2-3 waca, oObeM pacnpenenenus — 31,1 1/kr,
CBS3BIBaHUE C OeJIKaMu OOpaTHO MPOMOPIMOHAIHHO KOHIICHTPAIIMH B KPOBU H
cocraBisier 7-50 %. [Iponukaer depe3 meMOpanbl KjiIeTok (3¢hdexTuBeH mpu
UHDEKITUAX, BBI3BAaHHBIX BHYTPHUKJICTOUHBIMU BO30YIUTEIISIMH).
Tpancnoptupyercs QarormuramMmu K MecTy MHGEKIMH, T/Ie BHICBOOOXKIAETCS B

npucyTcTBUM OakTepuil. Jlerko mnpoxXoauT TrucToreMaTuuyeckue Oapbepbl U
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(10C]) OEL HO o0os
MOCTYIAEeT B TKaHU. KOHIEHTpalus B TKAHAX U KlJ-lTETK;)E(%u]%—WIJ{;’L B%rrﬁ qeM

B IJIa3Me, a B odare uHdekiuu — Ha 24—34 % O6ombliie, 4eM B 3JI0POBBIX TKaHSX.

BHOTD&HC@ODM&HHHIIBHHMHH&HHH

VY a3uTpoMuIIMHA OYEHb JIMHHBIN Nepuo] noiyBbiBeaeHus — 35—350 u. [lepuon
IOJyBBIBEJICHUS! M3 TKaHeW 3HauuTenpbHO Oosbuie. TepaneBruueckas
KOHILICHTPALUA a3UTPOMHIIMHA COXpaHAETCA A0 S5—7 AHEH IHOCie IpueMa
nocJyieqHeN 103bl. A3UTPOMMIIMH BBIBOJUTCS, B OCHOBHOM, B HEU3MEHHOM BHJIE
— 50 % xumeynukoMm, 6 % mnoukamu. B medeHm nemeTmnupyercs, Tepss

AKTUBHOCTD.

6. PAPMAIIEBTUUYECKUE CBOMCTBA
6.1. Ilepeyenb BCcnoMorareJbHbIX BelleCTB
JAKTUTOJI

HaATpHs KapOoHAT OE3BOTHBIN

KPOCIIOBUI0H

apoMaTu3aTop KIyOHUYHBIN

HaTpus OeH30aT

KaMeb KCaHTaHOBAsI

apoMaTu3aTop sI0JIOYHBIN

apoMaTHU3aTOP KOPUYHBIN

TUTaHa JUOKCHUJ

KPEMHUS JUOKCH]T KOJITTOMAHBIH
apoMaTU3aTop MATHBIN

caxaposa

6.2. HecoBMeCcTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHus )

HeBckpoIThIN (hi1akoH

2 rona.
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HI)I/IFOTOBJIGHHaﬂ CYCIICH3UA

["'oTOBYI0 CyCcHIEeH3HIO CIEAYET XPaHUTh He OoJiee 5 AHEH B XOIOIUIbHUKE, HO HE
3aMOpaxuBaTh. ['0TOBYIO CYyCHEH3UIO XpaHAT Ipu Temieparype ot 2 °C no 8 °C

B IJIOTHO 3aKPBITOM (IIAKOHE.

6.4. Oco0Obie MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH

B 3amuineHHOM OT Bilaru U CBETa MECTE IIpU TeMmiieparype He Boiuie 25 °C.

6.5. Xapakrep u coiep;kaHue NEPBUYHOH YIIAKOBKH

I[To 16,5T BO ¢makoHBl M3 TEMHOTO CTEKJIa C KPBIIIKOM IJIaCTMAcCOBOM C
YIUIOTHUTEJILHON BCTaBKOW U3 CUJIMKAreJIs.

[To 1 ¢dnakony BMecTe €O IINIpHUIIEM JUIS TO3UPOBAHHS B HWHIWBUAYAIBHOM
ynakoBke (IIpU HaJUYMK) W/WIK C JBYCTOPOHHEW MEPHOM JIOKKOM 00BbeMOM
2,5MI1 ¢ ONHOW CTOPOHBI M 5 M C APYroMl CTOPOHBI M HMHCTPYKLMEW IIO

IMPUMCHCHHIO IIOMCIAIOT B IIAYKY M3 KapPTOHA.

6.6. Oco0b1e Mepbl NMPeA0CTOPOKHOCTH npu YHUUTOKEHUU
HCNO0JIb30BAHHOI0 JIEKAPCTBEHHOT0 Mpenapara win 0TX0A0B, MOJY4YeHHbIX
1nocJie NpMMeHEeHHs JeKAPCTBEHHOI0 NMpenapara u Apyrue MaHMILYJISIIUH C
npenapaTom

IIpurotoBieHue CycueH3nn

CyCIeH31I0 TOTOBIT HEMOCPEICTBEHHO NEepe] IPUMEHEHHUEM.

[Topomiok BO (y1akoHE MPEIBAPHUTEIBHO BCTPSIXHBAIOT, M00aBISIOT 12 i
KUIITYEHHOM M OXJI@KIEHHOM [0 KOMHATHOM  TEMIIEpaTypbl  BOJBI,
NepeMEIINBAIOT, TIOy4Yas OJHOPOJHYIO cycreH3uto. OO0beM IMOJydeHHOM
CYCIIEH3UM COCTaBUT OKOJIO 20 MII.

l'otoBas cycmensus: oT O€noro J0 CBETJIO-XKENTOr0 I[BETa, TOMOTEHHAs CO

c1abbM (PYKTOBBIM 3aIIAXOM.

24



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 10.11.2023 N= 22841
P T [ s A

A
HOC TR 00055

7. AEPXKATEJIb PETUCTPALIMOH
Poccuiickasa ®@enepauus

AO «ABBA PYC»

121614, r. Mocksa, yn. Kpsutarckue Xonmel, a. 30, kopr. 9.
Ten./daxc: +7 (495) 956-75-54.

avva-rus.ru

ecoantibiotic.ru

7.1. IlpeacraBuTeJIb JAepiKaTeJs PErducTPALMOHHOIO Y/IAOCTOBEPEHHMS HAa
Tepputopun Corosa

[IpeTen3un MoTpeOUTEICH HAIPABJIATH 110 aJAPECy:

Poccuiickas ®enepauns

AO «ABBA PYC»

121614, r. Mocksa, ya. Kpeunarckue Xonwmsl, 1. 30, kopi. 9.
Ten./dakc: +7 (495) 956-75-54.

DnekTpoHHas nouta: drug.safety@avva-rus.ru

8. HOMEP PETUCTPALIMOHHOI'O YOCTOBEPEHUS
JITT-Ne(002322)-(PT-RU)

9. JIATA MNEPBHYHON PEI'MCTPAIIMU (IIOATBEPXJIEHUE
PETUCTPALUMN, ITEPEPETUCTPALIUSA)
Harta nepBoii peructpamuu: 12.05.2023 r

10. TATA IIEPECMOTPA TEKCTA

OOmiass xapakTepucTUKka JIEKapCTBEHHOTO Tperapara A3WTPOMHIIMH DKOME]

JOCTynmHAa Ha WHOOpPMAIMOHHOM mopTajie EBpasuiickoro 3KOHOMHUYECKOTO
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cor3a B I/IH(l)opMauHOHHo—KOMMy'mrcam/IWHQI%‘I;IE‘]CgéE"T-l;rEn bﬂ%JT%SEIQTl)

https://eec.eaeunion.org/.
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