ot 20.12.2023 N2 26718

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIOFO TIPEITAPATA °

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[Tporronamma, 250 Mr, TaGIETKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolee BEECTBO: IPOTHOHAMHU/.

Kaxxnas Tabnerka, MOKpbITask INIEHOYHOM 000JI0UKOH, coepuT 250 Mr npoTHoOHaAMUIA.
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHApAT (CM. pasensl 4.3, 4.4).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJIEH B pazjere 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

XKenroro nBera, ABOSKOBHITYKION Gopmbl. Ha monepednom paspese TabiIeTKH KenToro IBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Jleuenne Bcex ¢(opm TyOepkyne3a (Kak JIETOYHBIX, TaK M BHEJETOYHBIX) B COCTaBe
KOMOMHUPOBAaHHOM  Tepamuu  HpPU  PE3UCTEHTHOCTH  BO30yauTens K JpyruM
OpoTUBOTYOepKyse3HbIM mnpenapataMm (I psia) wiM MX HENEpeHOCUMOCTH M TOJBKO TMpHU
JI0OKa3aHHOM YyBCTBUTEIBLHOCTH MUKOOAKTEPUN K TPOTUOHAMHUTY.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

[IpoTMOHaMHJ NPUMEHSAIOT B COCTaBe€ KOMOMHHPOBAHHOW Tepanmuu COBMECTHO C JPYTHMHU
npenapaTamMi, aKTUBHBIMM B OTHOIIEHHMM MHUKOOAKTEpUH, MPU JOKA3aHHON YyBCTBUTEIBHOCTH
BO30yIuTENsl K MPOTHOHAMUIy. BpiOOp pexuma Tepanmuu 3aBUCHUT OT pE3yJbTaTOB TecTa
YYBCTBUTEJIbHOCTH KOHKPETHOI'O KIIMHUYECKOTO ITaMMa.

PexxuM 103upOBaHus

[TpoaomKUTETEHOCTD JICYSHHSI 3aBHCUT OT BBIOPAHHOTO PEXXUMA TEPANTUU U MOXKET COCTABISATH OT
9 Mmecd1eB 1o 2 JIeT.

CyTtouHas 103a JenuTcd Ha 2—3 mpHeMa B 3aBUCHMOCTH OT MHIWBHUAYAJIBHOW NMEPEHOCUMOCTH;
pu aMOyJIaTOPHOM JICYCHUH TIPEITOYTUTENHHBIM SIBIISIETCS OHOKPATHBIN MPHUEM BCEH CyTOUHOMN
JIO3BL.

Bspocnvie

[Tpotnonamu npuMeHsoT B g03e 15—20 Mr/Kr macchl Tena B CyTKHM. MakcuMaibHasi CyTouHast
1



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.12.2023 N= 26718

(NOCNEQCBATENEHOCTE 0003)

J03a He aoJkHas npesbimats 1000 mr.

CyrouHnas no3a
Macca Tena, Kr
Joza, mr KonuuectBo TabieTox
33-50 500 2
51-70 750 3
6omee 70 750-1000 3-4

Oco0Bble IpYIIILI MAIKEHTOB

Tayuenmoi ¢ HapyweHuem GyHKyuyu novex
VY manueHToB ¢ HapylieHHueM (YHKIMH MOYeK (CKOPOCTh KIIyOOukoBOW (prubTpaniuu meHee 30
MJI/MUH U HaXOJSIIUMCS Ha TeMOUAIN3€e) TPOTHOHAMU] TPUMEHSIOT B 103¢ OT 250 10 500 Mr B
CYTKH B 3aBUCUMOCTH OT MAacchl Tena. [Ipy Hamu4mnu y manuenTa TsSHKEIbIX HapyIIeHnH (yHKITUN
MOYEK HEOOXOAMMO IMPOBOJUTH MOHUTOPHHI KOHIIGHTPAIIMHM TMPOTHOHAMHUAA B KPOBU H, IPHU
HEOOXO0IUMOCTH, KOPPEKTUPOBATH J03Y.

eTn
Jetssim crapmie 3-X JIeT mpemapar TpUMEHSIOT B cyToyHOW mo3e 10-20 mr/kr maccel Tena.
MakcumanbHasi CyTouHas 103a He J0hkHa npeBbimaTh S00 M nmpoTHOHAMUIA.

Cnoco0 IIPUMCHCHUA

BHyTpb, BO BpeMsi eibl UM HE3a/I0JIT0 IO CHA JUISl TOTO, YTOOBI CMATYUTH MOOOUYHBIE 3P (HEKThI
npemnapara.
4.3. IIlpoTuBONOKA3aAHUS

e [unepuyyBCTBUTENHHOCTh K MPOTHOHAMHUAY, OJTHUOHAMHUAY WIM K JOOOMYy U3

BCIIOMOTATEJIbHBIX BEIIECTB, MIEPEUNCICHHBIX B pazjene 6.1.

e OcTpblii racTpHT.

e SI3BeHHas 0OJNE3HB XKeNyaKa U JBEHAAIATUTIEPCTHON KUIIKH.

e  DPO3UBHO-A3BEHHBIN KOJIUT.

e  OcTpsblii TENaTUT.

e [luppos neuenu u Apyrue 3a0oneBaHus NeUeHU B (haze 000CTpeHus.

e  Duiencus.

e [lcuxos.

e  XPOHHMYECKHUI AJIKOTOJIU3M.

e bepeMEeHHOCTb.

e [lepuwon rpyaHOTO BCKapMIIMBAHUS.

e Jlerckuit Bo3pacT a0 3 JeT.
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4.4. OcoOble yka3aHUus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBLIO

e Caxapnslii quaber.

e Tspkenas neuyeHo4Hast HEAOCTATOYHOCTb.

e Jlenpeccus.

e 3a0osieBaHUs [IEHTPAIHHOM HEPBHOW CHCTEMBI.
e KpoBoxapkaHsbe.

e Koarynonarus.

Oco0ble yKa3zauus

[Ipn npoBeieHHHM MOHOTEPAIMM PE3UCTCHTHOCTh K IPOTHOHAMHIY pa3BHBACTCS OBICTPO.
[IpoTroHaMH]] IPUMEHSIETCS B COCTaBe KOMOWHHPOBAHHON TEPaIUK M TOJIBKO MPU TOKA3aHHON
4yBCTBUTEILHOCTH K HeMy Mycobacterium tuberculosis.

[Mepen HaYamOM JieueHHsI HEOOXOIUMO IPOBECTU OLICHKY (DYHKIIMOHAILHOTO COCTOSIHUS TIEUYCHH,
a 3aTeM HEOOXOJUM PEryJISIPHBIA KOHTPOJIb AKTUBHOCTH «IICYCHOYHBIX» TPAHCAMHHA3, raMMma-
riyTaMmunTpancdepassl U menouHoi ¢ocdarassl (kaxaple 2—4 Hemend BO BpeMs IpHeMa
npotuoHamu/a). Eciu akTHBHOCTh TpaHCAaMHHA3 MPEBBINIACT BEPXHIOK TPAHUILY HOPMBI B IISTh
pa3 ¢ win 6e3 CUMIITOMOB IMOPAKEHHSI TICYCHU WIIM B TPH pasa C KENTYXOH W/UiIH CUMITOMaMHU
rernaTura, TO MPUeM IPOTHOHAMHUIA U APYTHX MOTCHIMAJIBHO IelMaTOTOKCUYECKUX IMpernapaTroB
JIOJDKEH OBITh MPUOCTAHOBIICH /10 BOCCTAHOBJICHUs JIADOPATOPHBIX IIOKA3aTelell B Impejesax
HOpMBL. [IOBBIIIEHHBIN PHCK T'eMaTOTOKCMYHOCTH OBUI OMUCAaH Yy TMAalMeHTOB C CaxapHBIM
I1a0eToOM.

Crnenyer u3beraTb COBMECTHOTO MPUMEHEHHS MPOTHOHAMHUIA M aJKOTOJIS H3-32 OMACHOCTH
BO3HHMKHOBEHUS cocTostHUi B30y xnerns LIHC (cBA3aHHBIX ¢ yCHIICHHEM TOKCHYECKOTo 3 dexra
AJIKOTOJIs).

[lpyu KOMOMHUPOBAHHOM TPHMEHEHWH TMPOTHOHAMHJA C HW30HUA3UIOM, TEPH3HIOHOM |
IIUKJIOCEPUHOM CJIeyeT oOpaTHTh 0CO00€ BHUMAaHHE HAa BO3MOXKHOCTB TOSIBICHHS TOOOYHBIX
CHMIITOMOB CO CTOPOHBI TICUXHKHU. {151 MpOQUIAKTUKN Pa3BUTHS HEUPOTOKCHUECKHUX dPPEKTOB
PEKOMEHyeTCsl OAHOBPEMEHHOE IPUMEHEHNE MPUIOKCHHA.

VY manueHToB ¢ caXxapHbIM THA0ETOM HEOOXOJMM KOHTPOJb KOHIICHTPAIMU TIFOKO3bI B TUIA3Me
KpOBH He pexe 1 pasa B Mecsl.

Bo Bpems jiedeHus MPOTHOHAMUIOM PEKOMEHAYETCS TIEPHOINIECKH MOHUTOPUPOBATH (DYHKIIUFO
IIMTOBUIHOM JKEJIe3bl.

T.x. MPOTHOHAMH MOXET BBI3bIBATh HAPYUICHUEC CO CTOPOHBI OPraHOB 3PCHUS, MEPC HAYAIOM



COOTEBETCTEYET . MY OTUETY
ot 20.12.20

023 Ne 26718
TEPAIH U B TPOIIECCE JICUCHUS HEOOXOIMM 1€ onnqed&ﬁ:ﬁgﬁdjrg%ﬁﬁgﬁ%ﬁ-{ o 0003)

[Ipu pa3BUTUU TSDKENON aNJEPruyecKod peakluu NPUMEHEHHE MPOTHOHAMHIA HEOOXOIMMO
IIPEKPATUTD.

[TosiBnenne 1oO0YHBIX 3((EKTOB CO CTOPOHBI KOXH M CIM3UCTBIX O00O0JIOUEK MOXKET
CBU/IETEJICTBOBATH O NEPBBIX MPU3HAKAX MEIarponoJo0Horo cuHapoma. B atom cinydae npuem
npemnapara HeoOXOAUMO MPEKPATUTD.

4.5. B3zaumopeiicTBHe ¢ APYIMMH JIEKAPCTBEHHBIMH IpenapaTamMM W JApyrue BHIbI
B3aHMOJEeHCTBUSA

[Ipy KOMOMHMpOBaHHOM Tepanmuu TyOepKyJe3a Heo0XoAMMO oO0pallate BHHUMaHHE Ha
reraTOTOKCHYECKUE CBOMCTBA KaXXAOTrO IpenapaTa, BKIOYEHHOro B Tepanuio. OCOOEHHO 3TO
OTHOCHUTCS K KOMOMHAIMM MPOTHOHAMHIA C HM30HUA3UAOM, pHPAMIULIUHOM W/WIN
NUPa3UHAMHUJIOM. YBEIMYEHHUE I'elaTOTOKCUYECKOro JEHCTBHSI OTMEUEHO MPH OJHOBPEMEHHOM
preMe FOPMOHAJIBHBIX KOHTpAuenTuBoB. [Ipy oJHOBpeMEHHOM NPUMEHEHUH C M30HUA3UIIOM
PEKOMEH1yEeTCSl MOHUTOPUHT Ha IPEIMET Pa3BUTHSI TOJIMHEHPOIIaTHH.

Jlise yMEHbBIIICHUS pUCKA PAa3BUTHA MOOOYHBIX (P (PEKTOB MpenapaTr COYETAIOT ¢ MPUMEHEHHEM
BUTaMuUHa Be.

B cinyuyae cOBMECTHOro HpHUMEHEHMsI NMPOTHOHAMHUAA M W30HHMA3MJA OTMEYEHO IIOBBILICHHE
KOHLEHTpAlluU [IPOTHOHAMMU/IA B IUIa3Me KpoBH. B 3TOM ciiyyae CyTOUHYIO 103y IPOTUOHAMHUIA
HE0OXOMMO YMEHBIIUTh B 2 pa3a (MakcuMaybHasl CyTOYHAas J03a IPOTHOHAMHUJA HE JIOJDKHA
npeBbimarh 500 Mr).

OnHOBpEeMEHHBIN NpUeM JApPYTuX MPOTUBOTYOEpKYJIE3HBIX IpenapaToB, ACUCTBYIOIIUX Ha
HeHTpaiabHyto HepBHYI0 cucreMy (LIHC), Takux kak m30HMa3uz, MUKIOCEPUH WM TEPU3UIOH,
MOJKET MPUBECTHU K yCUIIEHUIO T000UHBIX 3@ pexToB co ctoponbl LIHC. Takoii ke ap ekt moxer
OKa3aTb OJHOBPEMEHHBIM IIpUEM »JTaHONA. B mepuox JiedeHHWs NPOTUOHAMMIIOM HENb3S
YHOTPEOJIATh 3TAHOI.

B onpenenenHpIX cayyasx npu npuemMe NpoTHOHAMUIAa HE0OOX0IMMO CHU3UTh 103y MHCYJIMHA WU
NEepOpabHBIX TUIOTTIMKEMUYECKUX MTPENapaToB.

BenenctBue KOHKYpEHLIMH TNPOTHOHAMHUJA 3aMeNIsieT MeTa0oJIM3M JPYyTuX JeKapCTBEHHBIX
npenapaToB, HalpuMep, U30HHAa3M1a Ui 0apOUTypaToB.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTDH U JIAKTALMS

bepeMeHHOCTB

[IpumeHeHne npoTHOHAMHUA NPU OEPEMEHHOCTH MPOTUBONOKa3zaHo. [IpoTnoHamMu MpoHUKaeT
yepes3 MyIaleHTapHbIi 6apbep. JJaHHBIX 10 IPUMEHEHUIO IPOTHOHAMUAA B IEPHO OEPEMEHHOCTH
HEJ0CTaTOYHO. B wuccienoBaHMsIX Ha JKUBOTHBIX II0KAa3aHO HAJIWYUE SMOPHOTOKCHYECKHX

3¢ ($eKToB IpU MPUMEHEHUH TPOTHOHAMU/IA.
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[IpoTuBOMIOKa3aHO TPUMEHEHUE TMPOTUOHAMHIA B TMEPHOJ TPYAHOTO BCKAPMIIUBAHUS.
[IpoTHoHaMK TPOHMKAET B IpyAHOE MOJIOKO. Ha Bpems jeueHHs MpOTHOHAMHUIOM TpyIHOE
BCKapMJTUBAHHE CIICAYET MPEKPATUTD.

4.7. BausiHue Ha COCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CpPeACTBAMHU U padoTath ¢
MeXaHU3MaMH

YuurteiBas npoduiab MoO0YHBIX PPEKTOB (TOJOBOKPYKEHHUE, COHJIMBOCTh, PBOTA U JIPYTHE)
PEKOMEHJIyeTCST BO BpEMs JICUCHHsI BO3ACPIKUBATHCS OT YIPABICHHS aBTOMOOWIIEM, 3aHSTHM
JIPYTUMHU TIOTCHIMAIBHO ONACHBIMH BHJAMH JIESTEIBHOCTH, TPEOYIONMMH ITOBBIIICHHOW
KOHIIEHTPAIIUU BHUMAHUS ¥ OBICTPOTHI IICHXOMOTOPHBIX PEaKIIHIA.

4.8. HexkenaTe/ibHbIE peaknum

Pes3roMe HexenaTenbHBIX PeaKIUi

Hapywenus co cmoponvt kposu u numgpamuueckoli cucmemsl: aHEMUs, METTEMOIIIOOUHEMHUS,
THIIOTIPOTPOMONHEMHUS, TUTTOGUOPHHOTEHEMUSI, TPOMOOIIMTOTICHHS.

Hapywenus co cmoporvl UMMYHHOU CUCmeMbl. KOKHAs ChIIb.

OHOOKpUHHble HapyuwleHus: TUTIOTIIMKEMUS y MAllMeHTOB C CaXapHbIM IUa0eTOM, THHEKOMACTHS,
JMCMEHOpes, aMEeHOpesl, THIIOTUPEO03, CHUKEHHUE TOTEHLIUH.

Hapywenus memaboauzma u numanus: NeU1arponoJo0HbIi CHHAPOM, aHOPEKCHS.

Hapywenusi co cmoponvl HepsHOU cucmembl: OECCOHHMIIA, BO30YyXKAEHHE, JENPECcCHs,
TPEBOXKHOCTb, T'OJIOBOKPY>KE€HHME, COHJIMBOCTb, TOJIOBHasg O0ib, acTeHus, nepudeprueckas
NOJIMHEUPONATUS, HEBPUT 3PUTEIBHOIO HEpBAa, HApyLIIEHUE KOHLECHTpPAllMd BHUMAHUSA,
CIIyTaHHOCTb CO3HAHUS, ICUX03, CYJIOPOTH, MOMNBITKY CYULIUAA, TAPECTe3nsl, aTaKCUsl, C1ad0CTh.
Hapywenus co cmopoHbl opeana 3peHus: HeYeTKOCTb 3pUTEIIBHOTO BOCIIPUATHUS, TApaJINY INIa3HBIX
MBIIII] ¥ aKKOMOJIALINHU, HApYILIEHUE 3pEHUS, B T.4. IUILIONUS.

Hapywenus co cmoponul opeana ciyxa u 1adupunma: CHUXKEHUE CIIyXa, IIyM B yIIax.
Hapywenus co cmoponul cepoya. TaXuKapausl.

Hapywenus co cmopoHul cocy0os.: OpTOCTaTUYECKask THIOTEH3HSL.

Hapywenusi co cmopoHnvl 0bixamenbHOU CUCmeMbl, OpeAHO8 2PYOHOU KIemKU U CPeOOCHmeHUs.!
KpPOBOXapKaHbE.

Kenyoouno-kuwieunvle napywienus: TIOTEPs allleTUTa, U3K0ra, O0JIb B AKUBOTE, YyBCTBO TSXKECTU
B JKENIyJKe, AUapest WK 3a1op, METEOPU3M, TOIIHOTA, PBOTA, CYXOCTh BO PTY WJIH TUIIEpCATUBALIMS,
OTEK OKOJIOYIIHBIX CIIFOHHBIX JKE€J€3, «METAUIMYECKU» MPUBKYC BO PTY, CTOMATHUT, XEWIMT,
TJIOCCHT.

Hapywenusi co cmopoHbl neuenu u Jcenyesblooawux nymelii: HapyluleHne (yHKIUU IEUYCHH,

MOBBIIICHUC AKTHUBHOCTU «IICUCHOYHBIX)» TpaHCaMHWHA3, TSDKEIBIA TelaTuT ¢ )KeHTYXOﬁ,

5
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MNEYCHOYHAA HEAJOCTATOYHOCTD, XKEIITyXa.

Hapywenus co cmoponul Kodtcu u nooKodcHbIx mxaHetl: HOTOIepMaTo3, aKHe, AJIONEIHS, TPEIIUHBI
Ha KOXe€.

Hapywenus co cmoponsl mvluteunot, cKelemuo U COeOUHUmMeNbHo mKauu: apTpairus, apTpur,
MUAIITHS, JIEYEBOM CUHAPOM, IPOSBIISIONIMNICS albroIUCTpOoueil, MUaCTeHUSI.

Hapywenus co cmoponvl nouex u Mouesbigo0suux nymeii: ypoauTHas.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo01math 0 1o/103peBaeMbIX HEXKeNaTeIbHBIX PEAaKIIUIX OCIIE PErUCTPalMY IIpernapara ¢
LENbI0 O0ECIeYeHUs] HENPEpPhIBHOIO MOHUTOPUHIA COOTHOILIEHHUS «I0JIb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeTuIMHCKUM pa0OTHUKAM PEKOMEHIYETCs COOOMaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKENNATEIbHBIX PEAKIHUIX JICKAPCTBEHHOTO IMpernapara uepe3 HaIlMOHAJIbHBIC
CUCTEMBl COOOILEHUS O HEXKeJIaTeNbHBIX pPEeaKIUsiX ToCyAapcTB — ujieHOB EBpasuiickoro
SKOHOMHYECKOTO CO03a!

Poccniickas @enepanns

OdenepasibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBraanazop)

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iomiaib, a. 4, ctp. 1

Ten.: +7-800-550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

WurepHeT-caidT: WWWw.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

o HacTosiiero BpeMeHH CIydaeB IMepeAo3UPOBKH MPOTHUOHAMHUIOM HE 3aperucTpupoBaHo. B
ClIy4ae epe03uPOBKH BO3MOKHO YCHUIICHUE J10303aBUCUMBIX ITOOOYHBIX (PPEKTOB.

Jleuenue

Cumnromatuueckoe. ['emonuanus He 3hexTrBeH.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOCTBA

dapmakoTepaneBTHYeCKasi TpyIMIa: CPEICTBAa, AKTUBHBIE B OTHOIIEHHMH MHKOOAKTEpHii;
NPOTUBOTYOCPKYJIE3HBIC CPEICTRA; TPOM3BOIHBIC THOKApOAMHIa.

Kox ATX: JO4ADO01

[Ipotnonamug — TPOTHBOTYOEpKyne3Hoe cpenactBo Il psima, obnamaer MPOTHBOMHKPOOHBIM
apdexToM B oTHOmEHUH Mycobacterium tuberculosis 1 HEKOTOPBIX aTUITMYHBIX MUKOOAKTEpHA
(M. kansasii, M. leprae, M. bovis, M. malmoense, M. xenopi), oka3siBaeT OGaKTEPHOCTATUIECCKOE

NeiicTBUe, a B OTHOLIEHUHU mposndepupyrommx ¢GopM — INIaBHBIM 00pa3oM OakTEpHUIIMIHOE
6
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Mexannsm geiicTBus

biiokupyeT cuHTE3 MUKOJIEBBIX KHUCIIOT, SBJISIOMIMXCS BaXXHEHUIITUM CTPYKTYPHBIM KOMIIOHEHTOM
KJIETOYHOM CTEHKM MHKOOakTepuil TyOepkynes3a; o0JiajaeT CBOMCTBAMU aHTAaroHHCTA
HUKOTHHOBOM KUCJIOTHI.

Pe3ncTeHTHOCTD

[TpoTnonamu sBISETCS CTPYKTYPHBIM aHAJIOrOM 3THOHAMHUAA U HUMEET, IPEAIOJIOKUTENBHO,
OJIMHAKOBBIM C 3THOHAMMJIOM MEXaHHU3M pa3BUTHs PE3UCTEHTHOCTH. Ha MonekynsipHOM ypoBHE
PE3UCTEHTHOCTh K STHOHAMMIY BO3HHMKAET IPU MYTALUU T'€HOB MHUKOOAKTEpui, KOTOpbIE
KOJAUPYIOT ATHOHAMHMJ aKTUBUPYIOIIMH (EpMEHT W/MIM TEepeHOCSIIUNA eHOJ-alnIbHbIe
TPYNIUPOBKH KOMIOHEHT mpoTtenHpenykTassl (InhA) cunrtaszer II sxupubeix kucnor. Ilpu
IPOBEIEHUN MOHOTEPAIIMK PE3UCTEHTHOCTh pa3BUBaeTCs OBICTPO U uepe3 1-3 mecsua gocTuraer
80-100%. OrtmeuaeTcss TmOJNHAsg  TEpPEeKpecTHass  PE3UCTEHTHOCTh C  ATHOHAMUIOM.
PacripocTpaHeHHOCTh PE3UCTEHTHOCTH MOYKET H3MEHATHCS B 3aBHCHUMOCTH OT PEruoHa U ¢
TEYEHUEM BPEMEHH, ITO3TOMY BO BCEX CITydasix Jisi ooecriedeHus: 3Q(HEKTUBHOCTH TEPANTUU IS
KaX/I0r0 TMalKdeHTa HEOOXOJUMO MpPOBEAECHUE TecTa WHAMBUIYaIbHOM YyBCTBUTEIBHOCTH
BOo30yauTens K mpoTuoHamunay.  [IpumeHenume B KOMOMHAUMM ¢ JIpyT'MMH
IPOTHBOTYOEPKYJIE3HBIMU CPEACTBAMHU CHUKAET BEPOSITHOCTD Pa3BUTHS PE3UCTEHTHOCTH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne nepopanbHOTO MpreMa NPOTHOHAMUJ OBICTPO U MPAKTUYECKH IOJIHOCTBIO BCAChIBAETCS B
JKenynouHo-kumeuyHoM Tpakte (90%). [locne onnokparHoro npuema 250 mr npotroHamMuaa Cmax
(MaxkcuMalbHasi KOHIIEHTpalusl B 11a3Me kpoBu) coctasisieT 811,1 +380,6 MKr/Mi u tocTuraercst
B cpenHeM 3a 0,75 gaca. AUCo-t (Tutomaap moj KpUBOH «KOHIEHTpaIMSI-BpeMs») MOocie pueMa
250 mr mpotuoHamuaa coctasiser 2182,2 + 744,2 mxr*u/miu. [IpueM muum He OKa3bIBaeT
BJIMSIHUS Ha OMOJIOCTYITHOCTh IIpernapara.

Pacnpenenenne

[Iponukaer B 3A0pOBbIE M TATOJOTHYECKH HW3MEHEHHbIE TKaHM (JIerOYHas TKaHb, B T.4.
VHKAIICYJIMPOBAaHHbIE KAaBEPHBI, CEPO3HBIM M THOWHBIM IUIEBPAJbHBIA BBIIIOT, MOKpPOTA,
CITMHHOMO3TOBasi KUJAKOCTh TIPU MEHHMHTUTE, NPOHUKAET Yepe3 IUIAlleHTapHBIA Oaphep).
[IpoToHamMu TPaKTUYECKH HE CBS3BIBACTCS C O€TKaMH TUIa3Mbl KPOBH, €r0 aKTHBHBIN
METaboNMUT — CyIb(POKCHI MPOTHOHAMUAA — JIUIIH B HE3HAYUTEIHHOW CTETICHU CBS3BIBACTCS C
OenKkaMH IIa3Mbl KPOBH.

buorpancdopmarms

[TpoTnonamu mpeBpauiaercs B CyIb(GOKCHA MPOTHOHAMUIA, 00130 aHTHOAKTepraIbHON
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YacoB.
DIMMUHALIUA
[IpoTnoHaMHJT U €ro MeTa0OJUT BBIBOAATCS TIJIABHBIM OOpa3oM ITOYKaMH, MPAKTHYECKU HE

YAQIAKOTCA IIPU TeMOJUaIn3e.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

SAapo

[ennron03a MUKPOKPUCTAIIMYECKAS

Kpaxman kaprodenbHbIi

Marnus cteapar

JlakTO3BI MOHOTHAPAT

Kpemuust nuokcua kosmouiHbii (a3pocuit, mapka A 300)
Kommunon

Hatpus kpaxmana raukosisT

["'oToBas maeHOYHAs 000I0YKA:

[ apOKCUTTPONTMIIMETHIILICIUTION03a (TUIIPOMEILIO3a)

Turana quokcuy

['muuepun kanpuiokamnpar

Kpacutens okcup xenesa KenTbii

XWHOJIMHOBOTO KEJITOr0 aJTFOMUHHMEBBIN JIAK

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok roqHocTH (CpOK XpaHeHus )

4 rona.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH MPH XPAHEHHU U

B 3amunieHHOM 0T cBeTa MecTe IIpu TeMieparype He Boime 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

I[To 10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY U3 IJICHKU MOJUBUHIIXJIOPUIHON U (POIBTH
AJTIOMUHHUEBOM NTEYAaTHOM JTaKUPOBAHHOM.

ITo 50, 100 mu 500 TabueTok (JUIs CTAlMOHAPOB) MOMENIAIOT B OaHKY MOJIMMEPHYIO WM OaHKY
U3 MOJMUIPONMIIEHA C KPBIIIKON M3 MOJIUIPONMIEHA UM MOJUAITUIIEHA BEICOKOTO JaBJICHUS, TN
0aHKy U3 MONMATUIIEHTEepedTanaTa JUisl JIEKapCTBEHHBIX CPEACTB C KPBIIIKOW BUHTOBOM WM C

KOHTPOJIEM IIEPBOIr'0 BCKPBITHUA. Ha Oanku HakIe€MBarOT dTUKETKU U3 6YMaFI/I STUKETOYHOH MIIH
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HI/IC‘ICI\/'I, HJIN U3 ITOJIUMCPHBIX MaTCpUaioB, CaM(

I[To 5 wim 10 KOHTYpHBIX SYEMKOBBIX YNAKOBOK BMECTE C MHCTPYKLMEW IO NPUMEHEHHIO
MOMEIIAIOT B MAYKy M3 KapTOHA Ui MOTPEOUTENBCKOW Tapbl MOATPYII XPOMOBBIN HIIM XPOM-
9p3al MM JPYroro aHaJIOTMYHOro KadecTBa. Ha mauky MOXET HaKIEUBaTbCS JTHUKETKA C
MapKUpOBKOM M3 OyMaru STUKETOYHOW MJIM MUCYEH, MM U3 TOJIMMEPHBIX MaTepHaoB,
camokJiesmascs. [[auky noMemaroT B rpynmnoByo YIIaKOBKY.

baHku ¢ paBHBIM KOJIMYECTBOM MHCTPYKIMH 110 IPUMEHEHHIO IOMEILIAIOT B TPYNIIOBYIO YIIAKOBKY
— KOpOOKyY U3 ro)pMpOBaHHOrO KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX IOCjIe NPHUMEHEeHHus!
JIEKapPCTBEHHOI'0 Npenapara v Apyrue MaHuIyJ/JIsINHU ¢ NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

AO «PapmacuHTe3»

FOpuouueckuii aopec: 664007, Upkyrckas o0:xd., r. Upkyrtcek, yn. KpacnorBapaeiickas, a. 23,
oduc 3

Ten.: +7 (3952) 55-03-55

Anpec snekTponHoit moutsl: info@pharmasyntez.com

7.1. IIpeacTaBuTeNb AEPKATEIS] PETHCTPANMOHHOIO YI0CTOBEPEHHUA

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccniickas @enepanns

AO «®DapmacuHTe3»

Aopec: 664040, r. UpkyTck, yiu. P. JlrokcemOypr, a. 184
Ten: 8-800-100-15-50

Anpec anekTpoHHO# mouThl: info@pharmasyntez.com

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHYHOW PETUCTPAIIMHA (IIOATBEPXJIEHUSA PEIMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA


mailto:info@pharmasyntez.com

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.12.2023 N= 26718
(NMOCNEOOBATENEHOCTE 0003)

OOmast  XapakTepuCTUKa JICKapCTBEHHOro mnpemnapata IIpoTmoHamuy — gocTynmHa  Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org.

10


http://eec.eaeunion.org/

