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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

OputpomuiiyH, 250 Mr, TabJIETKH KUIIICYHOPACTBOPUMBIC, TTOKPBITHIE TUICHOYHOW 000JIOUKOA.

Opurpomunyg, 500 Mr, TaOIETKH KUIIEYHOPACTBOPUMBIE, TOKPHITHIE IIJICHOUYHOW 000I0YKOA.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlencTByo1ee BEECTBO: IPUTPOMULIUH.

Opurpomurimd, 250 Mr, TaOJIETKH KAIIIEYHOPACTBOPUMEIE, IIOKPLITHIE INIEHOYHOU 000JI0YKOH

Kaxnas tabnerka KUIIEYHOPACTBOPUMASA, TMOKPHITasl IJICHOYHOW 000J04YKOM, comepxutr 250 mr
SPUTPOMUIIMHA.

Opurpomuiind, 500 Mr, Ta0IETKU KHIIEYHOPACTBOPUMBIE, ITIOKPBITHIE INIEHOYHON 000I0YKOM

Kaxxgas Tabnerka KHIlIEYHOpPACTBOpPHMAs, MOKPHITAsl MIIEHOUHOH 000104yKo0il, comepxkut 500 mr
SPUTPOMUIIMHA.

BermiectBa, HalM4Me KOTOPBIX HAJO YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO Iperapara: HaTpHid
(cm. paznen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku KUIIeUHOPACTBOPUMBIE, TOKPHITHIE TNIEHOYHON 000IOUKOH.

Opurpomurmd, 250 Mr, TaOJIETKH KAIIEYHOPACTBOPUMBIE, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kpyribie 1BOSKOBBINYKIIbIE TA0TIETKH, TOKPBIThIE 000JI0YKOM MOYTH OENIOTo 1BETA.

Opurpomurmg, 500 Mr, TaOJIETKH KAIIIEYHOPACTBOPUMBIE, IIOKPBITHIE INIEHOYHON 000JI0YKOH

JIBOSIKOBBINTYKJIbIE KAIICYJIOBUHBIE TA0JIETKH, TIOKPBITHIE 000JI0YKOM [TOUTH OEJI0T0 1IBETA, C PUCKOM.

Ha MOIIEPECUIHOM pa3pe3¢C Ta0JIETOK JIF000M AO3UPOBKU BUJAHBI JIBa CJIOA: SIAPO OT IMOYUTHU Oenoro a0
CBCTJIO-KCJITOT'O LIBE€TA U 000J10UKa.

Jlunus pasnoma (pucka) He MpeHa3HaueHa JUIsl pa3/ieleHns TaOleTKH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[Ipenapar DpuTpOMHMIIMH ITOKa3aH K NPUMEHEHWIO Yy B3pOCIBIX M JAeTed crapme 14 ser npu
0aKTepHaIbHBIX WHPEKIHIX, BBI3BAHHBIX YyBCTBUTEIIbHBIMU K PUTPOMHULIMHY BO30YIUTEISAMU:

e bakTepuaibHble MHPEKIINY, BBI3BAHHBIE YYBCTBUTEIBHBIMH K SPUTPOMHUIIMHY BO30YIUTEISIMHU:
- Hpexuuu JIOP-opranoB (apuHruT, GapuHTUT, TOH3UIUIUT, CUHYCHUT, HapYXXHbIH U CpelHui
OTHUTHI);
- HH(EKIUN HIKHUX JIBIXaTeIbHBIX MyTeH (TpaXxeuT, OpOHXHUT, THEBMOHUS);
- MHQEKUMU KOXKH U MATKUX TKaHed (THOMHHUYKOBBIE 3a00JieBaHUS KOXH, B TOM 4YHCIIE
IOHOILIECKUE YIPH, UH(UIIUPOBaHHbIE paHbl, npojexHu, oxoru [I-III cremenu, Tpoduueckue
SI3BBI, SPUTPa3Ma);
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- MHEKIMN JKSTICBBIBOASAIINX MyTeH (XONEIUCTHT); (MOCNENOBATENBLHOCTL 0000)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

- Mo4YeroJoBbIe MH(peKIuK y OepeMeHHbIX, Bbi3BanHbIe Chlamydia trachomatis;

- HEOCJIO)KHEHHBIN XJIAMUIMO03 Y B3POCIBIX (C JIOKATU3aIMeld B HUKHHUX OTJENIaX MOYETIONIOBBIX
MyTeW U IPSIMOM KUIIIKHM) MPU HETIEPEHOCUMOCTH WM HE3(PPEKTUBHOCTH TETPALUKINHOB,;

- mepBUYHBIN cuduimc (Y ManueHTOB ¢ aJUIeprUei K MEHUIMIUINHAM);

- TOHOpes,;

- CKapJlaTHHA, JIeTHOHeIu1e3 (00JIe3Hb JISTHOHEPOB), JINCTEPUO3, TPAXOMA.

e [Ipodunaktuka 060CTpEHUHN CTPENTOKOKKOBOM MH(MEKIMH (TOH3UIUINAT, (PapUHTHUT) Y MAIIHCHTOB
C PEBMaTH3MOM.

o [IpodunakTrika MHPEKIMOHHOTO SHAOKAPIUTA MPH CTOMATOIOTMYECKHX BMEIIATEIBCTBAX H
omeparusax Ha JIOP-opramax y mammeHTOB ¢ (akTopamm pucka (MIOPOKH Cepala,
MPOTE3UPOBAHHBIC KIIATIAHbI U JIP.).

e DpUTPOMHIIMH SIBJISIETCS AHTUOMOTHKOM pe3epBa NpPU AICPIHMU K TNEHUIMUIMHY W JAPYTHM
aHTUOMOTHKAM T'PYIIIbI IEHUIIMIUIMHA, a TAKKe K APYTUM OeTa-IaKTaMam.

4.2. Pe:xxuM 103UPOBAHUS M CIIOCOO NMPUMEHEHUs

PexxuM 1o3upoBaHus

B3spocnvie

Obvlunbie 0o3bl _npu Ooavuwuncmee ungexyuu: paszoas moza — 250-500 mr, cyrounas noza —
1000-2000 mr (1-2 1).

OpUTPOMUILIMH IPUHUMAIOT 4 pa3a B CyTKH, HHTEPBAJI MEXAY IIpueMaMu — 6 4acos.

[Ipu cyrouHolt no3e spuTpoMulIMHA He O6osee 1 I/cyT BO3MOXKEH IMpHeM mpernapara 2 pa3a B CyTKU
(o 500 mr kaxzasie 12 yacoB).

[Tpu TspKEIBIX HHPEKIHMSIX CYTOYHAS 1033 )PUTPOMUILIMHA MOXKET ObITh yBeuueHa 10 4 T (4000 mr).
MakcumanbHasi CyTodHas 03a dpUTpOMUIIMHA 111 B3pocioro — 4 1 (4000 mr).

Kypc neuenus — 5-14 nHeit, nocie NCUE3HOBEHUSI CUMIITOMOB JICUEHHUE MPOJIOJDKAIOT €llle B TEYCHHE
2 MHEN.

Jlewenue  cmpenmokoKkkogblx  uHekyuti  pazNUYHOM  JOKanmu3amuu (B TOM  YHCIe
TOH3WNIO(ApUHTUTA) JOKHO MPOA0IKAaThC He MeHee 10 nHel.

LIpu wonoweckux yepsax — o 250 mMr 2 pa3za B CyTKM OJJHOBPEMEHHO C MECTHOM TepaIuen, 3aTeM 4epes
1 MecdIl OT Haydalla J€UYEHHSI B 3aBUCUMOCTH OT COCTOSIHHSA J03a MOKET OBIThL cHMKeHa a0 250 mr
1 pa3 B cyTKH.

LIpu mouenonoswix xramuduninbix ungexkyusax o epems bepemennocmu — 1o 500 mr 4 pasza B CyTKU
B TEUEHHE HE MEHee 7 JHeH wiu (MpH II0X0H NepeHOCUMOCTH Takou 103bl) — o 500 mr 2 pasa B
CYTKHM yepe3 12 yacoB B TeueHHe He MeHee 14 nHel.

IIpu neocnooicnennom xnamuouose (YpempanbHOM, dHOOUEPBUKATbHOM UMY PEeKMAlbHOM) TIpU
HENEPEHOCUMOCTH TETPALMKINHOBBIX aHTUOMOTHUKOB — B3pocibiM 1o 500 Mr 4 pasa B CyTKU B
TE€YEHHE HE MEHEE 7 THEN.

Jleuenue nepsuunoco cuguiuca — KypcoBas jo3a pasHa 30—40 1, IpoIOIDKUTETFHOCTD JICUCHUS —
10-15 nueit, kpaTHOCTH IpueMa — 4 pas3a B CyTKH.

Jledenue npeAnovYTUTEIFHEE HAUUHATH C BHYTPUBEHHOTO BBEJICHUS, C TOCJIEYIOIINM IIEPEX0JI0OM Ha
nepopanbHbie (YOPMBI.

Ilpu 2onopee — o 500 Mr kaxzasie 6 4 B TeueHue 3 quei, gainee no S00 mr kaxaeie 12 4 B TeueHue
7 mHew.

Jleuenue ougpmeputinozo baxmepuonocumenvcmea — 1o 250 Mr 2 pasza B CyTKU He MeHee 7 THel.
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IIpu koxnowe — 1o 100-250 mr 4 pa3za B cyTkH, Kypc neucHus El—q;rﬂﬁé%: BATENEHOCTL 0000)

IIpu ckapramune — B OOBIYHBIX J103aX, KypcC JieueHus: — He MeHee 10 aHei.

Llpu necuonennese (bonesnu necuonepos) — B CyTOUHOM 1103e 2—4 1/CyT, pa3ieineHHol Ha 4 npuemMa
(mo 500-1000 Mr 4 pa3a B CyTKH) 10 MCUE3HOBEHUS KIMHHMYECKOW CHMITOMATHKU 3a00JIeBaHUS
(1O He MeHee 14 nHel).

IIpu aucmepuoze — no 250-500 Mmr 2—4 pasza B CyTKH He MeHee 7 JIHEH, STHOTPOIHAs Teparus
IPOBOAUTCS 0 6—7-TO THS HOPMAJIBHOW TEMIEpaTyphl, a MPH TsDKENBIX Gopmax — 110 14-21-ro nus.

IIpu spumpasme — 1o 250 mr 4 pasza B CyTKU B TeueHUE 5—7 THEH OJHOBPEMEHHO C HAPYKHBIMU
CpeICTBaMHU.

Ilpu amednoii duzenmepuu: B3pOCIBIM U TIOAPOCTKaM cTapiie 14 et — mo 250 mr 4 pasa B CyTKHU.
[IponomkurenbHOCTh JeueHust — 10—14 nHei.

IIpogdunaxmuxa obocmperull cmpenmokokKosou ungexkyuy (mouzunium, papuneum) y NarueHToB
¢ peBMatu3MoM B3pocibix — 1o 250-500 mr 2—4 pa3a B CyTKH, IPOJOJDKUTEIBHOCTh Kypca — HE
MmeHee 10 nHeit.

IIpounaxmuxa unpexyuonHo2o 5HOOKApOUma y TALNUEHTOB C TMOPOKAMU Cepila IMpH
CTOMATOJIOTHYECKUX BMEIIAaTENbCTBAX U onepanusax Ha JIOP-opranax — B3pociusim 1o 1 1 (1000 mr)
3a 1-2 4 g0 neyeOHON MM TUATHOCTHYECKOM mpouenypsl, naisee mo 500 mr xaxapie 6 4, BCEro
8 mpuemMoB.

eTH
Jlemu cmapwe 14 nem

Pexxum nmosupoBanus it pereid oT 14 no 18 jeT He oTiaWYaeTcs OT pekuMa JAO3UPOBAHMS IS
B3POCIIBIX.

bezonacHocTh U 3pPeKTUBHOCTD Tpernapara IpUTPOMUIIMH Y JeTei B Bo3pacte oT 0 10 14 ner Ha
JTAHHBIA MOMEHT HE YCTAaHOBJICHBI. [[laHHbIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Buytps. Tabnerku npunumats 3a 1-2 gaca 10 epl Win uepe3 2—3 Jaca 1mocie ebl.

TabneTku HeNnb3s NEIUTh U Pa3KEeBBIBATH.
4.3. IlpoTuBoONOKa3aHUSs

® TUINEPUYYBCTBUTEIBHOCTh K OPUTPOMHULIMHY, JPYTUM MaKpoJWJaM WM K Jo0omy H3
BCIIOMOTATENIbHBIX BEILECTB, IEPEUNCIIEHHBIX B pa3zene 6.1;

® 3HAYUTEIBHOE CHUKCHHE CIIyXa;

e OJHOBPEMEHHBIM mpHeM TepdeHaauHa, acTemMHu3oyia, NHMO3MJA, LU3aNpuaa, 3SProTaMuHa,
JUTUAPOIProTaMHUHa, JIOBaCTaTHHA, CUMBACTaTHHA, IOMUTanKa (cM. paszaen 4.5);

® DPUTPOMUIIMH HE CIENAYET Ha3HAYaTh NALMEHTaM C HAJIMYMEM B aHAMHE3€ YIJIMHEHUS] NHTEpBaja
QT (BpokIeHHOE WM YCTAaHOBJIEHHOE NpuoOpeTreHHoe yanuHeHue wuHTepBaia QT) wmm
KEIyIOUKOBOW  apUTMMM, BKIIOYas JKEIYyJOYKOBYK  TaXWKapJul0 THUIA  «IUPYIT»
(torsades de pointes);

® DJPUTPOMUIMH HE CleAyeT Ha3HauaTh MAllMeHTaM C HapYyIIEHUSMHU 3JIEKTPOJIUTHOro OajaHca
(runoxanueMusi, TMIIOMarHMeMHs) U3-3a pUcKa y/JuinHeHus nnrepsana QT;

® IIEpUOJ I'PYIHOTO BCKapMIIMBAHUS;

e JleTCKHil Bo3pacT 10 14 ner (Juist JaHHOH JIeKapCTBEHHON (GOPMBI).
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4.4. OcoOble yKa3aHUsI K MePbI MPEI0CTOPOKHOCTH IPH np'm:l;e OBATENEHOCTE 0000)

[Ipenapat cienyer NpUMEHATh ¢ OCTOPOYKHOCTBIO: MPU apUTMHUSIX (B aHaMHeE3€), IPU yUIMHEHUU
untepBana QT, mpu sxenryxe (B TOM YHWCIE B aHaMHeE3€), NMPH NMEYCHOYHON W/WIM TOYCYHOMN
HEJIOCTATOYHOCTH, NPH MHACTCHUU (ravis, mpu OJHOBPEMEHHOM IpUEME TIelNaTOTOKCHYECKUX
[pernapaToB, Mpu OEPEeMEHHOCTH.

Oco0ble yKa3zaHus

SIBisieTCst aHTHOMOTHKOM PE3CPBA IIpU AJUICPIrur K ICHUIHUIIIINHY.

[Ipu nnuTeNnbHON Tepanmuu HEOOXOIUMO OCYIIECTBISATH KOHTPOJIb JTAOOPATOPHBIX IOKa3aTelei
(YHKIIMY TICYCHH.

CUMIOTOMBI XOJIECTATUYECKOW JKEINTYXHU MOTYT Pa3BUTHCS 4YEpe3 HECKOJIBKO JHEH Iocie Hayalia
Tepalnuu, OJTHAKO, PUCK Pa3BUTHS MOBBIIIAETCA Mociie 7—14 nHeil HenmpepbhIBHON TEpaIuu.

BeposiTHOCTH pa3BUTHS OTOTOKCHMYECKOTo A(QeKTa BHIIIE y MNAIMEHTOB C IOYEYHOM W/WIN
MEYCHOYHON HEJOCTATOYHOCTHIO, @ TAKXKE Y MOXKHJIBIX MAIlMEHTOB.

MoskeT mnoMemaTh OINPEACIICHUI0 KaTeXOJaMUHOB B MOYE€ U AaKTUBHOCTU <«I1€UYECHOYHBIX)
TpaHCaMHMHAa3 B KPOBHU (KOJIOPUMETPUUECKOE OIpeIe]ICHHE C TOMOIIbIO NU()DEHUITUIPA3UHA).

HpI/I COBMCCTHOM IPUMCHCHHUHU CO CTaTUHaMH, BO3MOXHO pPAa3BUTHC pa6I[OMI/IOJH/I3a n
HCCB,I[OMGM6paH03HOFO KOJIHTAa.

Henp3s 3anmmBaTh MOJIOKOM HIJIM MOJIOYHBIMU IMPpOAYKTaMHU.

B MHOroumncineHHbIX KIMHUYECKUX MCCIIEJOBAHUAX OBbLI J0Ka3aH aHTPAJIbHBIA U AYOJCHAJIbHBIN
MPOKUHETHYECKHH APPEKT IPUTPOMHUIIIHA.

[TarueHTHl, NPUHUMAIOIINE SPUTPOMHUIIMH, OJHOBPEMEHHO C IperapaTaMH, KOTOPHIE BBI3BIBAIOT
ymHenne uatepBaia QT, TpeOyroT TIaTeIbHOTr0 HAOTIOICHHUS.

ITpu sledeHun MakpoJaMIaMH, BKJIKOYas 3PUTPOMULIMH, HAOIIONANOCH YUIMHEHUE PEIoJsipU3aluu
Muokapra u uHTepBaia QT, compsKEHHBIX C PUCKOM pa3BUTHUS CEPAECYHOW apUTMHHU U
KEITyJOUYKOBOM Taxukapauu Tuma «mupysa™ (torsades de pointes). Mmerotcss cooOuieHus o
CMEPTENIbHBIX UCXOaX.

[Ipexxae yem Ha3HAYATH SPUTPOMUIIMH JTFOOBIM MAIUEHTaM, IPUHUMAIOITIM THIPOKCUXTIOPOXHH WIIN
XJIOPOXHH, HCO6XOI[I/IMO THIATCJIBHO B3BCCUTH COOTHOHICHUC MPCUMYIICCTB MW PHCKOB H3-3a
MOTEHIIUAJIBHOTO MOBBIIIEHHOTO PUCKA CEPJEUYHO-COCYAUCTBIX COOBITUN U CEpIEUYHO-COCYIUCTOM
cMepTHOCTH (CcM. paszzen 4.5).

Hekotopsie ycroiuuBbie mramMbel Haemophilus influenzae uysctBuTensHbl K OIHOBPEMEHHOMY
NpUEMY SPUTPOMUIINHA U CYITb(HaHUIAMUAIOB.

BcnoMorarenbpHEIE BEIIECTBA

JlaHHBIN TeKapCTBEHHBIN TTpenapar coAep>KUT MeHee 1 MMosIb (23 Mr) HaTpus Ha OJHY TaOJIETKY, TO
€CTb, 110 CYTH, HE COJEP>KUT HATPUS.

4.5. BzaumojaeiicTBue ¢ JAPYIrMMH JIEeKAPCTBEHHBIMH INpenapatamMM W JApyrue BH/AbI
B3aNMO/IeHCTBUSA

CHmkaet 0akTepuuIHOE JeicTBHE (aHTaroHN3M) OeTa-TakKTaMHBIX aHTHOMOTHUKOB (TTIEHUIIMIIITUHEI,
11e(haIoCIOpUHBI, KapOarneHeMmsl), JIMHKOMMUIIMHA, KJIWHAAMHUIIMHA, XJIopaM(eHHUKOIa,
CTPENTOMHUIINHA, TETPAIUKINHOB, KOJUCTHHA.

IloBpimaer KOHICHTPAIUIO TCO(I)I/IJ'IJ'II/IHE[ B KpOBHU: MOKCT HOTpe6OBaTBC$I CHMOKCHHC JO03bI
TeO(bI/IJ'IJ'H/IHa. O]IHOBpeMeHHO MOXKET CHMXKATbCAd KOHICHTpAlUA OSpUTPOMUIIMHA, YTO MOXKET
IPUBCCTH K CY6TepaHCBTI/I‘{eCKI/IM KOHICHTpALUAM SPUTPOMHUIIMNHA U YMCHBIICHUIO €T'O 3(1)(1)CKT8..
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MOYEYHON HEJOCTATOYHOCTBIO).

CHKaeT KIMPSHC TpHa3oiamMa M MHJa30jamMa, B CBSI3M C 4Ye€M, MOXKET YCHJIMBATh
dapmakonorndeckue 3pPexTsl OEH301MaA3CTTHHOB.

3amemiger  dauMuHanMPO  (ycwiuBaeT  3¢G@GEeKT)  METWINPEAHU30JI0Ha, (eloaunuHa W
AHTHKOATyJSTHTOB KyMapHUHOBOTO psija.

DOPUTPOMHIIMH TPOTHUBOIIOKA3aH MAIlMEHTaM, IMOJIYYaroIUM HWHTHOUTOPBI peaykTtazbl ['MI-KoA
JIOBacTaTUH U CUMBAcTaTUH (cM. pa3zaein 4.3). Merotcs cooOiieHus, 4To 3pUTPOMULIMH HOBBIIIAET
KOHIICHTpalui0 HHrHOUTOpoB peaykTazbl ' MI-KoA. MMeroTcss cCOOOIIeHHUS O pPeaKuX Ciaydasx
pabaoMuoIM3a y MalueHToB, OAHOBPEMEHHO MPUHIUMABIINX ATH IpenapaThl.

OMHOBpEMEHHOE TNPUMECHEHUE DSPUTPOMUIIMHA C JIOMUTAIHMIOM MPOTHBOIIOKA3aHO M3-3a
BO3MO>KHOCTH 3HAYUTEIHHOTO MOBBIIIEHUS aKTUBHOCTH TpaHcaMHuHa3 (cM. paszen 4.3).

[ToBbIIaeT GMOAOCTYITHOCTh AUTOKCHHA.
CHmxaeT 3)PEeKTHBHOCTh TOPMOHATBHON KOHTPALICIIIUH.

JlexapctBennbie cpeactBa (JIC), Onokupyromue KaHaJIbIEBYIO CEKpeluio, yanuHsoT Tip
SPUTPOMUIIMHA.

Tak kak >pUTPOMUIIMH SBISETCS MHTHOUTOpoM u3odepmeHToB H cyoctparom CYP3A, To mpu
omHoBpemMeHHOM Tipueme ¢ JIC, MeTabomm3M KOTOPBIX OCYIIECTBIISICTCS B TICUSHH (alleHOKYMapoll,
aCTeMM30J1, IHJIOCTA30J1, LHUKJIOCHOPUH, IUTHAPOIPrOTAMHMH, SPrOTaMUH, OMEINpPa30Jl, XHHH]IUH,
pudalytuH, Takponumyc, TepdeHaanH, BUHOIACTHH, KapOama3emnuH, BaJbIIPOEBas KHUCIIOTA,
rekcobapouran, (eHuTouH, an(EeHTaHW], JU30NHUpPaMUJ, JIOBAaCTaTHH, OpPOMOKPHUIITHH,
MPOTHBOTPUOKOBEIE TpenapaThl Takue Kak, (pIyKoHa30J, KETOKOHA30JI M UTPAKOHA30J]), MOXKET
MOBBIIATHCS KOHIIEHTpanus 3tux JIC B miasme.

JlexapcTBeHHbIE Tpenapartsl, sBJstoLMecs HHAyKTOopamu uzopepmentoB CYP3A4 (takue kak
pubamnunuy, (enuronH, kapbamaszenuH, (eHoOapOuTan, 3BepoOON MPOABIPSABICHHBIN) MOTYT
WHAYIHPOBATh META00M3M JPUTPOMHIIMHA, YTO MOXKET TMPHUBECTH K CyOTEpaneBTHUECKUM
KOHIIGHTPALMsAM 3pUTPOMHUIIMHA U yMEHbIIEHUIO ero 3¢ ¢ekra. BzaumoseiictBue coxpansercs B
TeYeHHe 2 HeJleNb MocIIe npeKkpaleHus Jedenust uuaykropamu CYP3A4.

3pI/ITp0MI/II_II/IH M3MEHSICT METa0O0IM3M MHU30JIaCTHHA.

HpI/I COBMCCTHOM MPHUEME C MUMO3UJ0M BO3MOXHO Pa3sBUTUC AapUTMHUU (MepIIaHI/IG U TpCIICTAaHUC
)I(eHyI[O‘-IKOB), )Keﬂy,HOQKOBOﬁ TaXUKapaAunu TUIIA <«IIHUPYIT», OCTAHOBKH CEpana, BIUIOTb OO
JICTAJIbHOI'O UCXO0aa.

WHruburopsl mpoTteassl HHTUOUPYIOT METab0JIM3M 3PUTPOMMIIMHA, HEOOXOAUMO HAOIIOJeHHE 3a
KOHIEHTpaluen 3puTPOMUIIMHA B IJIa3M€ KPOBH.

HpI/I OOAHOBPEMCHHOM IPUMCHCHUU C Tep(l)eHaI[I/IHOM HJIM aCTEMH30JIOM BO3MOKHO pPAa3BUTHC
apuTMHUU (MCpHaHI/Ie 1 TPCTICTAHUC KCITYJOUYKOB, KCITYJOUKOBAAd TaXUKApAW, BILIOTh A0 JICTAJIbHOI'O
choz[a), C JUTHUAPOIPIrOTAMHUHOM WJIM JUTUAPHUPOBAHHBIMHU AJIKAJIOUJAMH CIIOPBIHBU — CYXXCHUC
COCYHOB BIIJIOTH 0 ITOJHOTI'O CliasMa, AN3€CTC3UH.

O/HOBpEMEHHBII TpHUEM HPUTPOMHIMHA C CHIJICHA(DUIOM MOXXET MPHUBECTH K YMEPEHHOMY
MOBBILIEHUIO MaKCUMaIbHON KOHIIEHTpAIK cUiiieHaduia B KPOBH.

[loBbIIeHNE YPOBHS IM3aNpUJa MOXKET NPHUBECTH K yIiauHeHUI0 uHTepBana QT., BO3MOKHO
pa3BUTHE apUTMHM (MEpIlaHHE M TpEeNeTaHHe >KEIYJOYKOB), >KEeTyJOUYKOBOM TaXWKapJuu THIA
«IIUPYITH.

[Ipy coBMecTHOM MpHEME C BepalmamMHJIOM M JPYIMMH OJOKaTOpaMHM MEIUIEHHBIX KaJbIUEBBIX
KaHaJIOB HAOJII0IaeTCs TUIIOTOHUS, OpaAuapuTMUs U JaKTOAIHI03.
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MIa3MeHHOMN KOHIICHTpAlUX S5PUTPOMUILINHA.

OpUTPOMUIIMH ~CHMKAET KIMPEHC 30MUKIOHA M, TAaKUM O0pa3oM, MOXET YBEIWYHUTh
bapmakonnHammuueckue 3¢ (HEeKThl TOro Mpenapara.

HpI/I COIIYTCTBYIOIIEM IPUMCHCHNH SPpUTPOMHUIIMHA ITOBBIMACTCA TOKCUYHOCTH KOJIXHUIIMHA.

CoBMeECTHOE OPUMCHCHHUEC C TUAPOKCUXIIOPOXWHOM H XJTOPOXHHOM

,HaHHI)IC Ha6J'IIo,I[€HPII>i IIOKa3aju, qTo COBMECCTHOC IIPUMEHCHUEC A3UTPOMHUIIMHA C
THAPOKCUXTIOPOXHWHOM Yy MAITUCHTOB C PCBMAaTOUJHBIM aPTPUTOM CBA3aHO C MOBLIMICHHBIM PHUCKOM
CEPACUYHO-COCYAUCTBIX COOBITHH U CGpI[C‘IHO-COCYI[HCTOﬁ CMCPTHOCTH. H3-3a BO3MOKHOTO
AHAJIOTUYHOI'O pUCKa IIPU NPUMCHCHHUU JAPYIUX MAKpPOJIUJA0B B COUCTAHUU C THAPOKCUXIIOPOXHUHOM
WM XJIOPOXHMHOM CJICAYCT THIATCIBbHO B3BECHUTH COOTHOIICHHE IIOJB3bI M pHCKA, IPEKIC 4YEM
Ha3Ha4YaTb SPUTPOMHUILINH JIIOOBIM nanucHTaM, MpUHUMAOIMIUM T'MAPOKCUXIJIOPOXUH WJIN XJIOPOXHH.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTH

HpI/IMCHCHI/Ie OPUTPpOMHULIMHA IIPU 6epeMeHHOCTI/I BO3MOJHO TOJIBKO B TOM CJIy4ac, KOrja oxxugacmast
IIoJIb3a AJid MaTCPU IMPECBLIIIACT HOTGHIII/IaJII)HHﬁ PUCK IJid 1J104a.

JlakTanus

B nepuoa JakKTaguu B CBA3M C BO3MOXHOCTBIO HPOHHUKHOBCHHA B I'pyaAHOC MOJIOKO CICAYCT
BO3CPKATHCA OT KOPMJICHUS I'PYAbIO ITPU MPUMEHCHUHN SPUTPOMULINHA.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAMHM H paGOTaTL C
MeEXaHU3MaMHu

Bo Bpemst ieuenust mpemnaparoM IpUTPOMHUIIMH CIEIYET COOTI0AaTh OCTOPOKHOCTD ITPH YIPABICHUH
TPAHCHOPTHBIMHM  CPEACTBAMH, MEXaHU3MaMHM M 3aHATUAX JPYTUMH  ONAcHBIMU  BUIAMU
NeSITeIbHOCTH, TPEOYIOIHUX 0COO0r0 BHUMAHUS U OBICTPBIX PEAKIINM.

4.8. HexkesaTeibHbIe peaKkuH

Pe3romMe HexenaTenbHBIX DEAKIIN

YactoTa MOOOYHBIX pEaKilnii MpUBeAeHA B BUJAE CICAYIOIIEH rpaganuu: ouens yacmo (> 1/10);
yacmo (> 1/100, vHo < 1/10); Heuacmo (= 1/1000, HO < 1/100); peoxo (= 1/10000, HO < 1/1000); ouens
peoko (< 1/10000); wacmoma neuzéecmna (Ha OCHOBAHHUM WMEIOIIUXCS JIAHHBIX OIEHHUTH
HEBO3MOXHO).

Hapywenus co cmoponvl ummyHHOU cucmemsl: KpalUBHULA, Ipyrue (GOpMbI KOXKHOW CHIIH
(MHOTO(OpMHAS spuUTeMa, CHUH/IPOM CruseHca-/[>)xoHCOHa, CUHAPOM Jlaitenna),
AHTMOHEBPOTHYECKUH OTEK, 303MHOGMINS, aHA(UITAKTUYECKUH IIOK.

Hapywenus co cmoponsl diceny00yHO-KuuleyHo20 mpakma:. aHOPEKCHs, TOIIHOTa, pBOTA,
ractpairusi, 601b B KMBOTE, TEHE3MbI, Juapes, AUCOAKTepuo3, KaHAWI03 CIU3UCTOH 000JI0YKU
MOJIOCTH PTa, MCEBJOMEMOPAHO3HBIN KOJIUT, HapylleHHe (QYHKIUU MEYeHH, MenaToLEeUTIONIpHBIN
TeNaTUT, TelaTOMETalvs, XOJECTATUYECKas JKENTyXa, IOBBIIICHUE AKTUBHOCTU <II€UYEHOYHBIX)»
TpaHCaMIWHA3, TaHKPEaTHT.

Hapywenus co cmoponuvl opeana ciyxa u 1adupunma.; OTOTOKCUYHOCTb — CHUKEHHUE CllyXa W/WIN
IIyM B ymiax (IIpy NIPUMEHEHUH B BBICOKHMX Jl03ax — Oosiee 4 1/cyT, 00bIYHO 00paTHMO).

Hapywenus co cmoponul cepoeuno-cocyoucmoti cucmemyl. CHIKEHHE apTepHaIbHOTO TaBJICHUS,
Taxukapaus, yaymHeHue narepBana QT Ha snexTpokapauorpamme, MepIiaHue W/WIM TpereTaHue
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

cepana, XKeITyI0IKOBbIe (PUOPHUILIAITIH.

Hapyweyuﬂ CO CMOpPOHDBL HepGHOﬁ cucmemsl. Cyaoporu, raJurronmHaiuy, BEPTUTO, CIIYTAHHOCTDH
CO3HAaHUA, pa3BUTUC MUACTCHUYCCKOT'O CUHAPOMA UJIN O60CTp€HI/I€ MHACTCHUU.

Hapywenus co cmoponbl nouek u mMo4esbi800awux nymeli: THTEPCTULHUAIIbHBIN HEPPUT.
Obwue paccmpoiicmea u HapyuieHus 8 mecme 66edeHus. 00Ib B TPY/H, Kap, HETOMOTaHHUE.

COO6I.HCHI/I€ O ITOAO03PEBACMBIX HEXKCIJIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TOAO3PEBACMBIX HEKENATENbHBIX PEAKIUAX II0CIE  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HENpPepbIBHOIO MOHUTOPUHIA COOTHOILIEHMS
«0NIb3a — PHUCK» JIGKAPCTBEHHOTO Tmpemnapara. MeIWIUHCKUM pabOTHHKAM PEKOMEHIYeTCs
coo01IATh O JHOOBIX M0103PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMAX JEKAPCTBEHHOrO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEJIATEIbHbIX peakUusiX TIOCylapCTB — UJIEHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanus

denepanpHas cayx0a 1o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CiaBsiHcKast tiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexrponHas mouta: pharm@roszdravnadzor.gov.ru wmm npr@roszdravnadzor.gov.ru

CaiiT B MH(pOPMAIIMOHHO-TEIICKOMMYHUKAITMOHHOU cetn «HTepHeT»: WWW.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

Hapymenne ¢pyHKINY edeHu, BIUIOTH 10 OCTPOH MIEYCHOYHOM HEJOCTATOYHOCTH, PEJIKO HApyIICHHE
ciyxa.

Jleuenue

AKTI/IBI/IpOBaHHHﬁ yroJib, TH.[aTeJ'ILHBIﬁ KOHTpPOJIb 3a COCTOAHUECM ,[[BIX&TGJIBHOfl CUCTCMBI (HpI/I
H€O6XOJII/IMOCTI/I — IIPOBCACHHC HCKyCCTBeHHOfI BCHTUIIALINH HGFKI/IX), KHCJIOTHO-OCHOBHOI'O
COCTOSIHUS U DJICKTPOJIUTHOT'O 06MeHa, BHGKTpOKapHHOFpaMMOﬁ.

[IpombiBanue xenyaka 3(¢(EKTUBHO NMpU NMpUEME J03bl, MSATUKPATHO MPEBBIIAIOMIEH CPEIHIO0
TEpaneBTUUECKYIO.

I'emoauanus, nepuToHealbHbIN Tuanu3, popcupoBaHHbIN ANYpe3 HEIDPEKTUBHBL.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

CDapMaKOTepaHeBTI/I‘-ICCKaH rpyimia: aHTI/I6aKTepI/IaHBHBIe cpeacrea CHUCTEMHOI'O ,[[eI\/’ICTBI/IH;
MaKpOJHUJbl, JTUHKO3aMHHBI U CTPCITOIPAMHUHBI; MaKPOJIUIBI.

Kon ATX: JO1FAO1

MexauusMm JIelcTBUs U hapMakornHaMHUdYecKne YD EKThI

bakrepuocratuueckuif aHTMOMOTHMK W3 Tpymnnbl MakpouuzoB. OOpatumo cBsizeiBaercsi ¢ 50S
cyObenuHuLen pubocom, YTO HapyliaeT oO0pa30BaHME MENTHIHBIX CBSA3EH MEXIy MOJIEKyJaMu
aAMHMHOKHCIIOT U OJIOKUPYET CUHTE3 OEJIKOB MUKPOOPTaHU3MOB (HE BJIMSET Ha CUHTE3 HYKJIEMHOBBIX
kucnot). [Ipu mpuMeHeHHMH B BBICOKMX J03aX B 3aBUCUMOCTH OT BHUAA BO30YIUTENS MOMKET
MPOSBIISATH OAKTEPUIIUIHOE JIEHCTBHE.


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

K dyBCTBUTENBHBIM OTHOCSTCS MHUKPOOPTaHU3MEI, pomr| Koalo&.rx-' sanetﬁ(HBa'ETcx I'IDI/I

KOHIIGHTpaluu aHTHOuMoTuka Mmenee 0,5 MI/a, K yMEpPeHHO YyBCTBUTENbHBIM — 1-6 mr/m, x
YCTOMYMUBBIM — O0JIee 6 Mr/JI.

upokuit CreKTp aHTUMHUKPOOHOTO IEWCTBUS 3PUTPOMHUIIMHA BKIIIOYAET: T'PAMIIOJNIOKUTEIbHBIC
MUKpoopranusMel: Staphylococcus spp., mpoAyLHPYONIKHE U HENPOAYIHPYIONIHE ICHUIIUILINHA3Y, B
T.4. Staphylococcus aureus (kpome INTaMMOB, PE3UCTEHTHBIX K MeTunwuinHy — MRSA);
Streptococcus spp. (B T.u. Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus spp.
rpynmner — Viridans); Bacillus anthracis, Corynebacterium diphtheriae, Corynebacterium
minutissimum, Listeria monocytogenes; rpaMoTpHIaTelbHble MHKpoopraHu3mbl: Bordetella
pertussis, Campylobacter jejuni, Legionella spp. (8 t.u. Legionella pneumophila), Moraxella
(Branhamella) catarrhalis, Neisseria gonorrhoeae; Haemophilus influenzae (nekoTopsie mrammbl
MOTYT OBITh yCTOWYHMBBI K OJPUTPOMHMLMHY, HO UYBCTBUTENBHBI K JAPYTUM MAaKPOJIHIHBIM
aHTHOMOTHKaM); Apyrue mukpoopranm3mbel: Chlamydia spp. (8 T.u. Chlamydia trachomatis),
Mycoplasma spp. (8 T.u. Mycoplasma pneumoniae), Ureaplasma urealyticum, Treponema spp.,
Propionibacterium acnes, Entamoeba histolytica.

K »sputpoMuiHy ycTOW4YMBBI TpaMoTpuuaTelbHbie mnanouku: Escherichia coli u npyrue
npeacraButenin cemeiictBa Enterobacteriaceae (Klebsiella spp., Proteus spp., Salmonella spp.,
Shigella spp. wu napyrue); Pseudomonas aeruginosa; Acinetobacter spp. u apyrue
HedepMeHTHPYIOIIME OaKTepuH, a Takke aHa’dpoOHblie Oakrepuu (Bacteroides spp., B Tom uucie
Bacteroides fragilis), merummuimapesucrenTHeie mTammbl Staphylococcus aureus (MRSA) u
HTEPOKOKKH ENterococcus spp., MUKOOAKTEpHH.

SIBisieTcs arOHUCTOM PELIENITOPOB MOTUJIMHA. Y CKOPSIET IBAKYALUIO JKETYI0UHOTO COAEPHKUMOTO 3a
CUET YBEJIMYEHHUS aMIUTUTY bl COKPAILEHUS IPUBPATHUKA U YIYUIIEHUS aHTPAIbHO-IyO0IeHATbHON
KOOPJAMHAIINH, 00J1a/1aeT TPOKUHETUYECKUMH CBOWCTBAMHU.

5.2. apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopbrms

A6copOrus Beicokasi. [IpueM nuim He OKa3bIBaeT BIMSHUSA Ha ITepopaibHble (POPMBI SPUTPOMUIIMHA
B BU/JIE OCHOBAaHMUSI, MOKPBITHIE MJICHOYHOW KUILIEYHOPACTBOPUMOM 000JIOUKOH.

Bpemst focTikeHHss MaKCHMaTbHOM KOHIIGHTPAIUH B IJIa3Me KPOBH IMOCIIE IprUeMa TabJIeTOK BHYTPb
— 24 4, cBs3b ¢ 6enkamu — 70-90 %. buomgocrymHocTs — 30—65 %.

Pacnpenenenue

B opranusme pacripenensieTcsi HepaBHOMEpHO. B 060/1bIIMX KOMMUYECTBAX HAKaIUIMBAE€TCs B NIEUYEHH,
CEJIE36HKE, MOYKaxX. B Kemun u Moue KOHIEHTpalus 3pUTPOMHUIMHA B JECSATKU pa3 MPEBBIILIACT
TaKOBYIO B TU1a3Me. XOPOIIIO MPOHUKAET B TKAHH JIETKUX, JINM(PATHIECKUX y3JI0B, IKCCYAAT CPETHETO
yXa, CEKpeT IPEACTAaTENbHON KENe3bl, CIEepMy, IUIEBPAJIbHYIO IOJOCTh, ACLHUTHYECKYI0 U
CHHOBUAJIbHYIO KUAKOCTH. B moinoxke KOpMAIIUX KXCHIIWUH COACPIKUTCA 50 % ot KOHLOCHTpPAIUu B
mwia3me. Ilnoxo mpoHukaer uepe3 remarosHuedanuyeckuii 6apeep (I'9bB), B cCIMHHOMO3roBYIO
xuakoctb (CMIK) (konuenTpauus cocrapiuseT 10 % ot cogepxanus spuTpoMulIvHa B 1azme). [Tpu
BOCTIAJIMTEIBHBIX Mpolieccax B 000JI0UKaX MO3Ta UX MPOHUIIAEMOCTD JJISl SPUTPOMUIIMHA HECKOIBKO
Bo3pactaeT. [IpoHukaeT depe3 IUIaLlEHTapHBIA Oapbep M IOCTYHaeT B KPOBb IUIOJA, IZIE €ro
cogepxkanue focturaer 5—20 % ot coaepxaHus B IIa3Me KPOBU MAaTEPH.

buorpaucdopmariis

MeTtabomuzupyertcs B neuenu (6onee 90 %), yacTuyHO ¢ 00pa3oBaHHEM HEAKTUBHBIX METa0OIUTOB.
B wMerabonmsme spurpomunnHa yvactByioT uzodepmentst CYP3A4, CYP3AS5 u CYP3A7,
MHTUOUTOPOM KOTOPBIX OH SIBIISIETCS.
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OIMMUHAIHS

[Mepuoxn monyseiBeaenus (T12) — 1,4-2 4, mpu anypuun — 4—6 4. BeiBenenue ¢ xenusto — 20-30 % B
HEU3MEHEHHOM BHUJIE, MOYKaMH (B HEM3MEHEHHOM BHUJIE) TIOCIIe TpreMa BHYTpb — 2—5 %.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BCOMOraTeJibHbIX BelIECTB

[emmono3a mukpokpuctaumyeckas (MKII-101)
Kpockapmeruio3a Hatpust

[ToBugon-K25

[Tommcop6at-80

Marnus creapar

CocTaB 000JIOYKH:

Acryl-EZE benbiii 93A (B T.4.: METaKpUJIOBOW KHCIOTHI M 3THJIaKpuiara comoiumep [1:1], Taibk,
THTaHa JUOKCH], KPEMHHS JUOKCH]] KOJUIOUTHBIN, HATPHS THAPOKApOOHAT, HATPHS JIaypHIicyibgar)
TpuaTunuurpar

[ToaMBHUHUIIOBBIN CIMPT

Maxkporon-4000

6.2. HecoBMecTHMOCTH

He nmpumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHsl)

3rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb IpH TeMIiepatrype He Boiie 25 °C B OpUrnHaibHON yIIaKOBKE (ITaUKe).
6.5. XapakTep U cojep:kaHHe YIAKOBKH

ITo 5, 10 1 20 TabieToK B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 MJIEHKH MOJIMBUHWIXJIOPUIHOM, 1100
IUIEHKH TIOJIMBUHWIXJIOPUAHOM/TIONMBUHWINACHXJIOPUAHON U (DONBrH aFOMUHUEBON IE€YaTHOU
JIAKUPOBAHHOM.

ITo 5, 10 u 20 TabyieTOK B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY U3 MaTepHaga KOMOMHUPOBAHHOTO Ha
ocHOBe (hosibru (TpeXCIOMHBIA MaTepuai, BKIIOYAIOMINWNA aTlOMUHUEBYIO (OJIBrY, IUIEHKY W3
OPHEHTUPOBAHHOTO MOJMAMUJA, TOJUBUHWIXJIOPUAHYIO IUIEHKY) M (OJBIU  aJIOMHUHHEBOM
ME€YaTHOM JIJAKUPOBAHHOM.

1, 2, 4 KOHTypHbBIE SYEHKOBbIE YIMAKOBKUM BMECTE C MHCTPYKIMEW MO MPUMEHEHHIO MOMEIIAIoT B
KapTOHHYIO yIaKOBKY (ITAUKy).

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIM3ALUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTXO0J0B, MOJYYEHHBIX IOcJe NMPUMeHEeHHs JIEeKapCTBEHHOI0 MNpenapara, u
Apyrue MAHUNYJISAILUHU ¢ TPenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.
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7. IEPJKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0000)

Poccus
000 «ATomm»
445351, Camapckas o0:1., . XKurynesck, yi. ['mapocrpoureneii, 1. 6.

7.1. llpencraBuTtenb AepkaTesisi perucTPALMOHHOIO YA0CTOBEpPeHH

[Tperen3un norpedHUTENEH HAIPABIATH IO A/IPECY:

Poccus

000 «O30n»

445351, Camapckas 00:1., T.0. JXKurynesck, T. JKurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HCKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa ITO PpCUCIITY.

OOmrast XapaKTepUCTUKA JEKApPCTBEHHOTO MpenapaTa JpUTPOMUIIMH JIOCTYITHA B €IUHOM PEeCTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeICTB EBpa3suiicKOro SKOHOMHYECKOIO CO3a M Ha
opunmansHOM caure YIIOJIJHOMOYEHHOTO oprasa (3xcnepTHOM OpraHu3alim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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