COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.03.2026 N= 4716

(NOCNELOBATENBHOCTE 0002)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

AptpyM, 150 mr, TabieTKH C MPOJIOHTUPOBAHHBIM BHICBOOOKICHUEM.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByoIIIEe BEIECTBO: KETOMPOQEH.
Kaxxnast TaGieTka ¢ mpoJOHTHPOBAaHHBIM BBICBOOOXKACHUEM coaepxkuT 150 mr keTonpodena.

BemecTBa, Hanmu4Me KOTOPHIX HEOOXOJUMO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO Iperapara:
nakTo3a (cm. pasaen 4.4).

[TonHbIi IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku ¢ NpoJOHTMPOBAHHBIM BHICBOOOXKIEHUEM.

prrﬂble ABOSIKOBBIITYKJIBIC Ta0JIETKH OE€I0T0 WM ITOYTH O€EIoro OBCTa, N0IIYCKACTCAd MPAMOPHOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxa3aHus1 K NPUMEHECHHIO

ApTpyM mNoOKa3zaH K NMPUMEHEHHUIO Y B3pOCIbIX U JeTel ¢ 15 jeT B KauecTBe CUMITOMATHYECKOM
Tepanuy 00JIE3HEHHBIX U BOCHAIUTEIbHBIX TPOLIECCOB PA3IMYHOIO IPOUCXOXKIECHUS, B TOM YHCIIE:

o BOCTIAJINTENbHBIE U JIET€HEpaTUBHbIE 3a00JI€BaHUS OTIOPHO-ABUTAaTEIBHOIO anapara:
®  pPEBMATOWIHBIN apTPUT;
" CEepOHEraTUBHBbIE APTPUTHL: AHKUIIO3MPYIOUIMH crioHamnoapTput (6osesnp bextepesa),
MICOPUATHUYECKUI apTpUT, pEaKTUBHBIN apTpuT (cuHapoM Peiitepa);
" Qojarpa, CeBJ0NoIarpa;
"  OCTEOapTpHT;
" TEHJUHUT, OypCUT, MHAJTHUs, HEBPAIITHSL, PATUKYIIHT;

o 00J1€BOI CUHIPOM, B TOM UHKCIe cIadblil, YMEPEHHBIN U BbIPA’KEHHBIMN:
"  [OCTTPaBMaTHYECKHUH U MOCIIEONEepallMOHHbIA 00JI€BOM CHHIPOM;
= 00JIeBOI CHH/IPOM MPU OHKOJIOTUYECKUX 3a00JI€BaHUSX U JP.

4.2. Pe:xxuM 103UPOBAHUS M CIIOCO0 NPUMEHEHU

PexxuM 103upoBaHus

[Ipenapat Aptpym HazHavatoT 1o 1 tabnerke (150 mr) 1 pa3 B 1eHb.

Cremyer MCHOJIB30BaTh MUHUMAIIbHYIO 3PPEKTUBHYIO 03y MHHUMAJIbHO BO3MOXKHBIM KOPOTKHUM
KypCOM.

MaxkcumanbHas 103a ketornpodena coctasisger 200 mr/cytku. Ciaenyer TIIATENBHO OIIEHUTh PUCKU
Y TIOJIB3Y OT JICUCHHUS Mepe] NpuMeHeHueM npenapara B 1o3e 200 mr/cytku (cm. pasnen 4.4.).
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Oco0ble rpyniibl MalueHToB

Hab;uenmbz C NeYeHOYHOU U/ UAU NOYEYHOU HeOOCMamoYHOCHIbIO

[Tpu npuMEHEHNH y IAIIUEHTOB C MIEYCHOYHOH W/WIIH TTOYEYHON HEJJOCTATOYHOCTHI0 PEKOMEH/IYeTCs
CHWJKaTh HAa4yaJIbHYIO 03y IIperapara, MOoAJep>KuBas B AajJbHEHIIEM MHUHUMAIbHO 3(PPEKTUBHYIO
no3y. IlpumeHenune kerompodeHa y TAIMEHTOB C TSOKEIONH IMOYEYHOW W/WIM TICYCHOYHOM
HEZO0CTaTOYHOCTBIO IPOTUBOIIOKA3aHO.

Hat;ueHmbz NOJ2HCUTIOC0 803pacma

Y nauMeHToOB MOXWIONO BO3pacTa PEKOMEHAYETCS CHIDKaTh HA4YaJbHYKO JI03y IIpenapara,
MOJICP)KMBasi B JalbHEHIIEM MHHUMANbHO 3(Q¢exTuBHyo a03y. [loxkunble mamueHntsl Oojee
IIOJIBEPIKECHBI Pa3BUTHIO HEIKEIATEIbHBIX PEAKIIHM.

Cnoco0 mpuMeHeHus

BHyTpb, BO BpeMs miaM mnocne efpl. TabiaeTKu ciieAyeT NpOorjiaThiBaTh LIEIMKOM, HE pa3KeBbIBasl,
3anuBasi 60pIIMM KosmdecTBoM (He MeHee 100 MiT) BOJIBI MM MOJIOKA.

4.3. lIpoTuBONOKA3AHUSA

. ['Mnep4yBCTBUTENBHOCTH K KETONIPO(EHY, a TAKKE CAIMLIUIATAM WM JPYTUM HECTEPOUTHBIM
npoTHBOBOCANUTENbHBIM penapatam (HIIBII), u/umu K 100bIM BCIIOMOTAaTENIbHBIM BEILECTBAM,
[IEPEYUCIIEHHBIM B nojpasnene 6.1.;

o [IOJJHOE€ M HEMOJIHOE coveTaHue OpOHXMAIbHOM acTMbl, PELUIUBUPYIOIIETO IOJIMII03a
CIIM3UCTON OOOJOYKM HOCAa WJIM OKOJIOHOCOBBIX Ia3yX M HEMEPEeHOCHMMOCTH alleTUJICATIMIIMIOBOM
kucnotsl wim aApyrux HIIBII (B Tom uucie B anaMHe3e);

L4 sI3BE€HHAas 00JIE3HD JKCIIyAKa Ui ﬂBeHaHHaTHHepCTHOﬁ KHIIIKH B CTaAUH O6OCTpeHI/I$I, a TaKiKeC
JKEITYAOYHO-KHUIICYHBIC SI3BbI, KDOBOTCUCHUA U nep(bopaum/l;

o XpOHHUYECKAsl JTUCIEINCHs, BOCIAIUTEIbHBIC 3a00JIeBaHUS KHUIICUYHWKA, SI3BEHHBIM KOJIHT,
6one3ns KpoHa, TUBEpTUKYIIUT B CTaJMH OOOCTPEHHUS;

o reMopwIns U Apyrue HapyleHUs CBEPThIBAEMOCTH KPOBH (B TOM YHCIIE TeMOpparnuecKuit
nuares);

o JeTCKHi Bo3pacT (10 15 ner);

o TsKeINas IeYeHOYHAasi HEJOCTaTOUYHOCTh, aKTUBHOE 3a00JIeBaHUE NEYECHH,

o TsDKeNnasg IModeyHash HenocTaTodyHocTh (kiupeHc kpeaTtuHuHa (KK) menee 30 wmu/mun),

MporpeCcCupyrouimnue 3a00JIeBaHHS MOYECK, MOATBECPKACHHASA TUIICPKATTUCMUSA,

o JIEKOMIICHCUPOBAaHHAsI CEPACYHAs HEJOCTATOYHOCTh, ITOCIEONEPALMOHHBIN MEPUOJ ITOCIIE
A0PTOKOPOHAPHOTO IIIYHTHPOBAHUS,

J 1epeOpOBaCKYIISIPHBIE U IPYTHE KPOBOTCUCHHS,

J O6epeMeHHOCTh B cpoke Oonee 20 Henenb;

J MEPUOJ TPYAHOTO BCKAPMITMBAHUS;

o HACJICJICTBEHHAs] HETIEPEHOCUMOCTD TallaKTO3bl, JIAKTa3Has HEJOCTaTOYHOCTh WJIH TIIFOKO030-

rajakTo3Has MaJibabCcopOIIHsL.
4.4. OcoOble yka3aHHUsl U Mepbl NPEI0CTOPOKHOCTH NIPH IPUMEHECHUH

C 0CTOPOKHOCTBIO
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OCTNENOBATE HOC TR D002,
BpOHXHaJILHaﬁ acTMa B aHaMHeE3€; KIHMHUYCCKU Bbiglm(e&rb%'" "cepn'e‘hio-'d:ocym?[(:’rb‘ré,

1epeOpoBacKyJIsIpHbIe 3a00JieBaHMs M 3a00JieBaHHS TEpUPEPUUCCKUX apPTEPH; TUCTUITHIACMHUS;
nporpeccupyromme 3a00JIeBaHus NeUeHH; TUIePOUTUPYONHEMHS; aJIKOTOJIbHBINA UPPO3 TEUCHHU;
MEYCHOYHAs] HEJOCTAaTOYHOCTb; nodeyHas HenoctarouHocTh (KK 30-60 mu/mun); XxpoHHYeckas
cepAieyHass HEAOCTATOYHOCTh; apTepHajbHas THIEPTECH3Us; 3a00JCBaHMUS KPOBH; IETUApATALIUS;
caxapHbld 1uaber; aHAMHECTUYECKHE JAHHBIE O PAa3BUTUHU SI3BEHHOTO MOPAKEHUS KETyI04YHO-
kumeyHoro tpakra (OKKT); nammuwme undexumu Helicobacter pylori; tsokenbie comarnyeckue
3a00/IeBaHUsA; TMOXKUJIOW BO3pacT; KYpeHHE;, COMYTCTBYIOIIAs Tepamnusi aHTUKOAryJISHTaMU
(Hanpumep, BaphapuH), aHTUATPEraHTaMU (HAIPUMEp, aleTUIICATUIIIIOBAs KUCIOTa, HUKOPAHJIUII),
TJIIOKOKOPTUKOCTEpOUIaMU /Il TIpUeMa BHYTPh (Hampumep, MNPEeTHU30JI0OH), CEIEKTUBHBIMU
MHTUOMTOpaMU 00paTHOTO 3aXBaTa CEPOTOHHHA (HApUMep, IUTAIONPAM, CEPTPATIUH), MAIIUEHTHI C
yMEHBIIIEHHEM 00beMa MUPKYJIUPYIOIIeH KpoBH, anuTensbHoe npuMmeHenue HIIBII, 6epemenHOCTh
Ha cpoke 10 20 Henemb.

Oco0Oble YKa3aHuig

BepOﬂTHOCTB PasBUTHUA HCKCIIATCIIbHBIX peaKHI/Iﬁ MOXET OBITh CHHJKCHA Inpu  NpPpUMCHCHHUU
npciiapata B MUHHUMAJIbHO 3(1)(1)6KTI/IBHBIX J103ax B TCUYUCHHUC MAKCHUMAJIBbHO KOPOTKOI'O IICpHOJa
BpPCMCHHU, HCOGXOIII/IMOFO IJid KynnpOBaHHA CUMIITOMOB.

MGCKMPO6KCI CUMNMOMO6 OCHOBHO20 MH¢€KI4MOHHOZO 3abonesanus

[Ipu nmpumeHeHHH KeTonpodeHa CUMNTOMBI WH(PEKIMOHHBIX 3a00JE€BaHUN MOTYT OBITH MEHee
BBIPQKEHHBIMHU, YTO MOKET NMPUBECTU K YIUTMHEHUIO CPOKOB IMOCTAHOBKH NPaBUIIBHOTO JTUArHO3a,
OTCPOYCHHOMY HAauajly COOTBETCTBYIOIIETO JICUEHUS U YXYIUICHUIO HCX0Ja HH(PEKIIMOHHOTO
3a0oneBaHus. YXyaumeHue Habmoganoch Ha (QoHe OakTepuanbHOW TMHEBMOHUU U TpU
OaKTepHaIbHBIX OCJIOKHEHHUSX BETPSHOH ocmbl. B ciiyuae mpuMeHeHHs KeTompodeHa Ipu
WHQPEKIIMOHHOM 3a00JICBAaHUU U CHUKCHHUS TEMIIEpATyphbl Teja HIW KYIHPOBAaHUs 0OJEBOTO
CHHJIIPOMa, PEKOMEHIYeTCsl OOecleYeHne TIIATEIbHOr0 HaONIoJeHus 3a TeueHneM nHpekuuu. B
aMOyJIaTOPHBIX YCIIOBHSX, B CIIydae €CJIM CHUMIITOMBI COXPAHSIOTCS WIM YXYALIAKTCS, MAIUCHTY
HE0OXO0MMO OOPATUTHCS K Bpavy.

He crnenyer couerats npuem ketonpodeHa ¢ mnpuemom npyrux HIIBII w/mnum unHruGuropon
ukiiookcurenassl 2 (LIOI-2).

Peam;uu CO CMOPOHbBI DfC@]lydOLlHO'KMu/lellHOZO mpakma

Crnenyet cob01aTh OCTOPOKHOCTD NP COBMECTHOM ITPUMEHEHUH C MpenapaTaMu, KOTOPbIE MOTYT
MOBBICUTh PUCK OOPa30BaHUs 3B WJIM KPOBOTEUCHMS, TAKMMU KaK TIIFOKOKOPTHUKOCTEPOMJIBI IS
IpreMa BHYTPb, aHTHUKOAryJIsSiHTHl (Hampumep, BapdapuH), CEIEeKTUBHbIE HHIMOUTOPHI 0OpaTHOTO
3axBaTa CEPOTOHMHA WJIM aHTHArperaHThl (HapuUMeEp, alUeTWICAIULWIOBAsS KHCIOTa WU
HUKOpaHui) (cM. pazzaen 4.5.).

Coo01anoch 0 pa3BUTHUH JKEJTYI0UHO-KHILIEUHBIX KPOBOTEUEHUH, 3B M nepdopariuii (C BO3MOKHBIM
JeTalbHbIM ucxoJoM) Bo Bpems npumenenus HIIBII na qro6oMm 3tare siedeHus, BHE 3aBUCHMOCTH
OT HAJIMYHUS YIPOXKAIOMIMX CUMIITOMOB MJIH TskelnbIx 3a0oneBanuii JKXKT B anamuese.

v ManuEHTOB IMOXWJIIOTO BO3pacTta CYHIECTBYET OBBIIIEHHBIN PUCK pa3BUTUA HCKCEITATCIIbHBIX
peakiuii co croponsl JKKT, Takux kak >KenyZo4HO-KHIIIEYHOE KpoBOTeYeHHE U mepdoparus (¢
BO3MOJKHBIM JIETAJIbHBIM UCX0JI0M) (CM. pazaen 4.2.).

B ciyuae pa3BuTHS XKelyT0YHO-KUIIIEYHOT'O KPOBOTeUEHHs Wi obpa3oBanus 3B opranos XXKKT npu
MPUMEHEHUU KeTonpodeHa, IeUeHre CIeyeT HEMEAJIEHHO NPEKPaTUTb.

Puck »xenyI04HO-KUIIEYHOT0 KPOBOTEUEHUS, 13B000pa30BaHuUs WU Nepopalvy MOBbIIASTCS IPU
npuMeHeHuu Oonee Beicokux 103 HIIBII, npu Hanuuuu s3BeHHON O0JIE3HH B aHAMHE3€, OCOOCHHO
OCJIOKHEHHOW KPOBOTEUEHHEM HJIM mepdopanreii, 1 Ipu NPUMEHEHUH Y MOXKUJIbIX MallMeHTOB. Y
OTUX TPYHIl MAUCHTOB JICUHCHUC CJICAYCT HAYWHATb C MHHHMAJIBHO BO3MOXXHBIX 103. CneﬂyeT
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MU30TPOCTOJIOM WJIM MHTHOUTOpPAMH MPOTOHHOW TOMIIBI) Y NaHHBIX TPYIII MAIUEHTOB, a TAKKE Y
ManucHTOB, KOTOPbIM HCO6XOI[I/IMO IMPUMCHCHUC aHeTHJICElJII/ILIHJIOBOfI KHCJIOTHI B HU3KUX J03aX WU
JPYTUX MPETapaToB, NOBHIIAIOIIMX PUCK PA3BUTHUS HEXKENATEIBHBIX peakiuid co ctopoHbl JKKT (cm.
paznen 4.5.).

[TarueHTsl ¢ HexenaTeNbHbIMU peakuusMu co cropoHbl JKKT B anamHese (0COOEHHO MAlUEHTHI
MOKUJIOTO BO3pacTa) JIOJDKHBI COOOMIaTh 000 BCEX HEOOBIYHBIX cUMITOMaxX co cTOpoHbl JKKT
(mpexe BCero o XelyA0YHO-KUIIEYHOM KPOBOTEUEHHH), B OCOOEHHOCTH Ha HAaYyallbHBIX ATarax
JICUCHUA.

CylecTBYIOT 3MHIEMUOJIOTUYECKUE JAaHHBIE, CBHUJICTEIBCTBYIOUIME O CBSA3M INPUMEHEHHS
Keronpod)eHa C BBICOKMM PHCKOM pPa3BUTUS TSDKEIOH IKEIYJIOYHO-KHIIEYHOW TOKCUYHOCTH,
CpaBHUMOM C TakoBO# npu npuMeHenun apyrux HIIBII, ocoOeHHO B BBICOKHX A03aX (CM. pa3zieln
4.3.). HIIBII cnegyeT npuMEHSTh ¢ OCTOPOKHOCTHIO Y AITUEHTOB ¢ 3a0osieBanusMu opranon JKKT
B aHamMHe3e (SI3BEHHBIN KonuT, Oonie3Hb KpoHa), Tak Kak 3TO MOXKET MPHUBOJIUTH K OOOCTPEHHUIO
JTaHHBIX 3a00s1eBanuii (cM. pazaen 4.8.).

Cepdelmo-cocyducmble peakyuu u peadkyuu co CnopoHbl cocy()oe 20JI06HO20 M0324

JlaHHbIE KIMHUYECKUX HCCIEIOBAaHUN UM SIUAEMUOJIOTMYECKUE JaHHbIE MPEANoaralT, 4To
npumenenne HekoTopbix HIIBIT (ocobeHHO B BBICOKHX /103aX U MPU MPOJOIHKUTEIHLHOM JICUYSHUH )
MOJKET OBITh CBSI3aHO C TOBBIIICHHBIM PHCKOM Pa3BHUTHUSI apTepUAIBHBIX TPOMOO30B (Hampumep,
nH(papKTa MUOKap/a WK UHCYIbTa). Ha OCHOBaHWM MMEIOIIMXCS TaHHBIX HEIb3sI UCKITIOYUTH TaKON
PHICK MIPH TPUMEHEHHH KETOIpo(eHa.

Kak npu nmpumenenun apyrux HIIBII, cnenyer ynenste ocoboe BHUMaHHE MPU MPUMEHEHUU Y
MAIUEHTOB C JIEKOMIIEHCUPOBAHHOM TMIEPTOHUYECKON 00JIe3HbIO, CEPIEYHON HENOCTATOYHOCTBIO,
UIIeMHYECKOll  OoNle3HbIO  cepala, 3a0oJeBaHUSMHU  nepudepruecKux  apTepuid  W/uim
1epeOpOBACKYIISIPHBIMU  3a00JIEBaHUSIMH, a TaKXKe Iepel HadajioM JUIUTEIBHOTO JICYCHUS Y
NAlMEeHTOB € (PAKTOpaMU pHUCKA Pa3BUTHs CEPJEUHO-COCYAUCTHIX 3a00JeBaHUN (TOBBILIEHHOE
apTepHalibHOE JIaBJICHHE, TUIIEPIIMIIUIEMUs], CAXapHbIil 11adeT, KypeHue).

Coobmanoch O TMOBBIIIEHUH pPUCKA pa3BUTH apTepUaAbHBIX TPOMOO30B MpH MNPUMEHEHUH
acnupuHoBbix HIIBII nans xynupoBaHHsS TNepUONEpPAlMOHHBIX OO0Jed MpH aopTOKOPOHAPHOM
LIIYHTUPOBAHUH.

HeoOxonuMo co0miofath OCTOPOKHOCTh NpU TNPUMEHEHHM KeTonpodeHa Yy MalueHTOB C
MOBBIIIEHUEM apTEPUATBHOTO JJaBJICHUS B aHAMHE3€ H/WJIN CepJIeUHON HeI0CTaTOYHOCTbIO JIETKOM 1
CpelHeil cTeneHu TskecTH, Tak kKak npu npuMmenennn HIIBII coobmanock o 3aaepxke KUAKOCTH U
pPa3BUTUU OTEKOB.

Peam;uu CO CMOPOHBL KOIHCU

OueHb peAKo COOOLIANOCh O PA3BUTHUHM TSKENBIX PEAKLUUI CO CTOPOHBI KOXKHU (C BO3MOXHBIM
JETaIbHBIM MCXO0/I0M), BKJIOYasi SKC(HOIMATUBHBIN aAepMaTUT, cuHapoM CtuBeHca — J[)KOHCOHA U
TOKCHUYECKUH SMUAepMaIbHBI HEKpOiHu3, cBa3aHHbIX ¢ nmpuMeHenneM HIIBII (cm. paszzmen 4.8.).
Haubonbmmii puck pa3BuTusi JaHHBIX COCTOSHUN MPUXOAUTCSA HAa HA4YaJlo Tepanuu, B OONbIINHCTBE
CJIy4acB OHU Pa3BUBAJIMCH B TEUCHUE IIEPBOTO MeCALA JICYCHUS.

Cnenyer mnpekpaTUTh NpPUMEHEHHE KeTonpodeHa MpH MEepBOM MOSABIEHUU KOXKHOH CBINH,
U3BA3BICHUS CIIM3UCTHIX 000JI0UEK MIIH JTIOOBIX MPU3HAKOB IMIIEPUyBCTBUTEIBHOCTH.

Hapywenus co cmoponul ovixamenvhoti cucmemsi

VY manueHToB ¢ OpOHXMANbHOM acTMOH B COYETaHHUH C XPOHUYECKUM PUHHUTOM, XPOHHYECKHUM
CUHYCUTOM W/WJIM TOJWIIAMU HOCOBOM MOJIOCTH CYIIECTBYET Oo0jee BBICOKHI PHUCK pPa3BUTHS
aJUIEPTUYECKUX peakuil K aneTuiacanuuioBoit kucinore w/unu HIIBIL, uem y npyrux monei.
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OpoHXOCIa3My, 0OCOOEHHO y TIAIMEHTOB ¢ aJlJIEpPTUel Ha aleTUICATUIIIOBYI0 KucinoTy uin HITBIIT
B aHamHe3e (cM. pazzaen 4.3.).

Tunepranuemus

Bo03M0OXHO pa3BuTHE TUNEPKATUEMUH, OCOOCHHO Y MAIlMEHTOB C CaXxapHbIM AMA0ETOM, MMOYEYHOH
HE/I0CTaTOYHOCTBIO /UM ITPU COBMECTHOM IPUMEHEHUU C KaJauiicOeperarnuMy rpenaparaMu (CM.
paszgen 4.5.). Y Takux NanueHTOB celyeT TIATeIbHO KOHTPOIUPOBATh YPOBEHD Kallusl.

Brusnue na ¢pynkyuro nouex

Bo Bpems Hauana nedeHUs CleQyeT TIIATEIbHO HAOMIOAaTh 32 (YHKIMEH MOYeK y MAIUEHTOB C
CepJICYHON HEIOCTATOYHOCTBIO, IMPPO30OM WM HeDpo30oM, Yy TMANHUEHTOB, IOJYYAIOIINX
JTUYPETHUECKYIO TEPAINUIO, U Y TIAIIUCHTOB C XPOHUYECKON 0OJIE3HBIO MOYEK (0COOCHHO Y MOKHITBIX
MAIMEHTOB). Y 3TUX TPYII MAlMEHTOB IMPUMEHEHUE KETONPO(eHa MOKET MPUBECTH K CHUIKCHHUIO
MMOYEYHOTO0 KPOBOTOKA, BBI3BAHHOMY HWHTHOMPOBAHUEM TPOCTATIAHIMHOB, U JCKOMIICHCAIIUU
MOYEYHOU (HYHKIUH.

Bauanue na ¢pynxyuio neuenu

VY nanueHToB ¢ OTKJIOHEHUSMH B (DYHKIIMOHAIBHBIX TECTaX NeUeHH UM ¢ 3a00JIeBaHUSAMU [1€YEHU B
aHaMHe3e CJelyeT IEepPUOAMYECKH KOHTPOJIUPOBATh YPOBEHb «II€YEHOYHBIX» TpPaHCAMHUHA3,
0COOEHHO NpU JJIUTEIbHOM JiedeHuu. lIpy mpumeHeHuM KetompodeHa cooOLanochk O PEeIKHUX
Cllydasx pa3BUTHS JKEATYXH U IenaTuTa.

llpyeue s¢hghexmoi

B cinydae oOHapykeHus MpU3HAKOB HH()EKIIMOHHOTO 3200JIeBaHUSI CIIEAYET OOpaTHUTh BHUMAaHHUE, YTO
IIPOTHBOBOCHAIUTEIbHbIE, 00€300IMBAIOIINE U )KaPOIOHMKAIOIIME CBOIMCTBA KeTolpodeHa, Kak 1
apyrux HIIBII, Moryt MackupoBath 0ObIYHBIE IPU3HAKH IIPOTPECCUPOBAHUS MHPEKIHH, TAKUE KaK
JIUXOpajKa.

[Ipumenenue ketornpodeHa MOXKET BIUATh Ha JKEHCKYH (EpTHIIBHOCTh, MO3TOMY Ipernapar He
PEKOMEHIyeTCsI IPUMEHSTH JKEHIITMHAM, TNTAHUPYIOINM OepeMeHHOCTh. [laruenTkam ¢ Gecruioarem
(B T. 4. IpOXOASIIUM 00CIIEIOBAHKE) CIEIYET pacCMOTPETH Bompoc 00 oTkaze ot HIIBII.

HpI/I BO3HHMKHOBCHHUHU HapymeHI/Iﬁ CO CTOPOHBI OPraHOB 3pCHUA, TAKUX KaK ITOMYTHCHHUC 3PCHUS U
Ap., JCHYCHUEC CIICAYCT HE3aMECAJIUTCIIBHO ITPEKPATUTD.

BcnoMorarenbHEIE BEIIECTBA

[IpemapaT COOEpKHUT JAKTO3Yy, B CBSA3HM C YeM €ro HE CJIeNyeT NMPHUHHUMATh MAalMeHTaM C PEeaKO
BCTpEYAIOLIeiics HACIEICTBEHHON HENEepeHOCUMOCThIO TalakTO3bl, JJAKTA3HOW HEJOCTAaTOUYHOCTHIO
WM TITF0KO030-TalIaKTO3HON MallbabCopOIei.

4.5. B3aumoneiicTBHe ¢ [JPYrHMH JIeKADCTBEHHbIMHM INpenaparamMM W JApyrue BH/bI
B3aUMOIeHCTBUSA

IIpemapathl, COBMECTHOE IIPUMEHEHUE C KOTOPEIMH HE PEKOMEHIYETCS

llpyeue HIIBII (sxnouas cenexmuenvle uneuoumopwt L{OI-2) u caruyunamol 8 6b1COKUX 003aX
[ToBbIIEHHBIN PUCK PA3BUTHUS 3B U KPOBOTEUECHUN JKETYTOYHO-KUILIEYHOTO TPAKTA.
Anmuroazynaumsi

[loBBIIIEHHBIH PUCK DPA3BUTUS KPOBOTEYEHMH IIPM COBMECTHOM IPUMEHEHUHM CO CIEIYIOIIMMHU
npenapaTamu:

— I'CIIapyuH,
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— aHTaroHucTsl BUTamuna K (Hanpumep, BappapuH);

— MHTHOUTOPBI arperay TpoMOOHUTOB (HapuMep, THKIOMH/MH, KJIOMUAOTPe);
— HHTUOUTOPBI TpOMOUHA (Hanpumep, AaduraTpaH);

— mpsiMble WHTHOUTOpBI (akTopa CBepThiBaHus Xa (Hampumep, amukcabaH, pUBapoKcadaH,
3/10Kcaban).

Ecimu cOBMECTHOrO MPHMEHEHHS HENb3s H30eXaTh, 3a MAaIlMEHTOM CJIEIyeT OCYIIECTBIIATh
TIIATEILHOE HAOIIOACHHUE.

Ilpenapamuor numus

N3-3a CHUXKEHUS HKCKPEUMH JIMTUS TOYKAMU BO3HHMKAET PHUCK TOBBIIIEHUS [JIA3MEHHBIX
KOHIEHTPALUH JUTHSI, UHOTJA JOCTUTAIOIINX TOKCUYECKOro ypoBHs. [Ipu HE00X0quMOCTH ciielyeT
TIIATEIBHO CJICIUTH 32 YPOBHEM JIMTHS B IJIa3M€ KPOBH M KOPPEKTHUPOBATH J103y IIPENapaToB JTUTHUS
BO Bpems U niocie npumenenust HIIBII.

Memompexcam 6 0o3ax ceviuie 15 me 6 Hedenio

Bo3MoOkeH MOBBIIEHHBIH PUCK I'€MaTOJOIMUECKOW TOKCHMYHOCTH METOTpeKcaTa, OCOOEHHO IpU
NPUMEHEHHH B BBICOKMX 103axX (> 15 Mr B Heemnro), 4To, BEPOSTHO, CBS3aHO C BBITECHCHUEM
METOTpEeKcaTa, CBA3aHHOIO OelIKaMy, U CHH)KEHHEM €ro MOYEeYHOT0 KIMPEHca.

HpenapaTm, Ipru COBMCCTHOM NNPUMCHCHHUH C KOTOPBIMHU CJICAYECT CO6JIIOI[3.TI) OCTOPOKHOCTDH

IIpenapamul, nosviwarowue yposeHv Kaius 6 Kpogu (Hanpumep, COnu Kaaus, Kaauticbepezaroujue
ouypemuxuy, uHeuOUmMoOpsvl aneuomeH3unnpespawaioweco Gepmenma (AIlD) u anmazonucmol
peyenmopoe aneuomensura II, HIIBII, nuszkomonexynsaipusie uiu He@hpakyuoHupo8anHvle 2enapuHul,
YUKTIOCNOPUH, MAKPOIUMYC U MPUMEMANPUM).

OI[HOBpeMeHHOG IMPUMCHCHHEC KCTOHpO(beHa C YKA3aHHBIMH BBIIIC IIpC€HaparTaMiu IMOBBIIIACT PUCK
Pa3BUTHA THIICPKAIITMEMHU.

Huypemuueckue cpedcmea

VY TanueHToB, NPUHUMAIOMIUX JUYPETHKH (B OCOOCHHOCTH Y OOC3BOXKCHHBIX IAI[CHTOB),
MOBBIIIAETCSI PUCK Pa3BUTHUA IOYEYHOM HEJOCTATOUYHOCTH BCIEICTBUE CHHIKEHHUS I10YEYHOTO
KpOBOTOKA, BBI3BAHHOI'O MHTHOMPOBAHUEM IPOCTArJIaHAMHOB. Y TaKHWX MAIMEHTOB JOJKHA OBITH
BOCIIOJIHEHA TIOTEPS )KUIKOCTH IO Hayajla COBMECTHOM TEpaIuy, a TAKXKe JOJKEH OCYLIECTBIIATHCA
MOHUTOPUHT (QYHKIMH TIOYEK TIOCIe Havaia Tepanuu (cM. pasaen 4.4.).

Hueubumopor AIID u anmazonucmor peyenmopos ancuomensuna |l

VY [anueHToOB CO CHWXEHHOW (yHKIHWeld mnovek (Hampumep, y OOE3BOKCHHBIX MAI[MEHTOB H
HAlMCHTOB MOXMJIOTO BO3pacTa) COBMECTHOE MPpUMEHeHHe UHIHOUTOpoB ATID Wik aHTaroHHCTOB
peuentopoB aHruotensuHa |l u mnpenaparoB, unrubupyromux [HOI', MoxeT mnpuBOIUTH K
JanbHeHIIeMy CHUKEHHIO OYeUHO! (DYHKIIMH, BKJIIOUYasi BO3MOXKHOCTb Pa3BUTHUS OCTPOM MOUYEUHON
HEJOCTATOYHOCTH.

Memompexcam 6 0o3ax Hudice 15 me 8 Hedento

B TeueHne mnepBBIX HENENb COBMECTHOIO NPUMEHEHHS CIENYET €XKEHENEIBbHO KOHTPOJIUPOBATh
o0t aHamu3 KpoBH. KOHTPOJIb clieyeT OCyIIecTBIATh Yallle y MalueHTOB MOXKUIOT0 Bo3pacTa u
y MalMEeHTOB C HApYyLIEHUEM (YHKIUH MTOYEK.

IHenmoxcughunnun

CoBMecTHOE MPUMEHEHHE C TEHTOKCU(UIUIMHOM TIOBBIIIAET PHUCK pPa3BUTUS KPOBOTECUEHHI.
HeoG6xonumo ©Gonee wYacTo NPOBOIUTH KIMHUYECKHH OCMOTpP U OINpE/AeiCHHE BpPEMEHHU
KPOBOTEYEHHUS.
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Tenogosup

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CoBmMmecTHOE npuMeHeHne TeHodoBupa au3onpokcuia ¢ymapara u HIIBIT moxkeT moBbIIaTh puck
Pa3BUTHUS TOYEYHON HEAOCTATOUHOCTH.

Huxopanoun

CoBMmecTHOe npumeHeHne Hukopanauina u HIIBII moxer moBblmaTe pUCK pa3BUTHSI CEPHE3HBIX
OCJIOXKHEHHH, TAKHUX Kak s13Bbl, iepdopanust u kpoBoreuenue u3 opranos JKKT (cm. paznen 4.4.).

Cepoeunvie enuxko3uobl

He 6b110 0TMEUeHO (papMaKOKHMHETUYECKMX B3aUMOIEHCTBUN MEXKIY KETOITPO(HEHOM U TUTOKCUHOM.
OnHako MpU HMX COBMECTHOM IPHUMEHEHHH CIEAyeT COONI0IaTh OCTOPOKHOCTh, OCOOCHHO Y
MalMUEHTOB C MOYEYHON HEIOCTATOYHOCTHIO, TOCKoIbKY HIIBIIT Moryt ociabisaTe GyHKIIUIO TTOYEK
Y CHIKATh MOYEYHBIN KIUPEHC CepCUHBIX TJIMKO3UIOB.

Kopmuxocmepouout

[ToBbIIeHHBIN pUCK 513B U KpoBoTeueHui opranoB XKKT mpu coBMecTHOM npuMeHeHuH (CM. pa3zaest
4.4).

HpenapaTm, BSaHMOHeﬁCTBHC C KOTOPBIMH CJICAYECT YUUTHIBATH

Anmueunepmen3uenvie npenapamoi (bema-oaoxamopol, uneudbumopvi AIID, ouypemuxu)

Puck ocnabnenuss aHTHrunepTreH3uBHbIX dddekroB (32 cyer wmHruOupomanusi HIIBII
Ba30MIATHPYIOLIHUX [TPOCTATJIAHJHHOB).

Tpomborumuueckue npenapamul

[ToBbIIIEHHBIN PUCK KPOBOTCUCHHSI.

Cenexmuenwvie uneuboumopwvl oopamunoeo 3axeama cepomonuna (CH0O3C)
[TOBBILIEHHBIN PUCK KETYAOUHO-KUIIIEYHOTO KpoBoTeueHus (cM. paszzen 4.4.).
IIpobeneyuo

CoBMecTHOE TPUMEHEHHE ¢ MPOOEHEIMIOM MOXET 3HAYUTENbHO CHU3UTH IUIa3MEHHBIA KIMPEHC
KeronpogeHa.

IIpenapathl, B3aUMOJICHCTBUE C KOTOPLIMH CIAEAYET MPUHUMATh BO BHUMAHUE

Luxnocnopun, maxponumyc

Puck momosHUTENEHOTO HEPPOTOKCHYECKOTO NEHCTBHS, OCOOCHHO Yy MAaIMEHTOB MOXUIOTO
BO3pacTa.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD M JTAKTALMA

bepemeHHOCTH

NurubupoBanue CHHTE3a MPOCTArJIaHAMHOB MOXKET OKa3aTh HEXelaTelbHOe BIUSHUE HA TEUCHUE
OepeMEeHHOCTH W/WiM Ha OJMOpHOHaTBbHOE pa3BuTHe. JlaHHBIE, TIOJYYCHHBIE B  XOJe
AMUAEMHOJIOTHUECKUX UCCIICIOBAHUH TPY MPUMEHEHHH MHTUOMTOPOB CHHTE3a MPOCTarjaHInHa Ha
pPaHHUX CpPOKax OepeMEeHHOCTH, MOATBEPKIAIOT IMOBBIIICHUE PUCKA CAMOIIPOM3BOIBLHOTO abopTa |
dbopmupoBanus mopokoB cepana (okono 1-1,5 %). Puck moBbIaeTCs ¢ YBEIMUYCHHEM 03Bl U
matenbHocTr teuenus. He cnenyer npumensts HIIBII sxermmuaam ¢ 20-ii Heaenn 6epeMeHHOCTH B
CBS3M C BO3MOXXHBIM pa3BUTHEM MAallOBOJUS W/WIIM TATOJIOTMH TIOYEK Y HOBOPOXKICHHBIX
(HeoHaTasIbHas MTOYEYHAs TUCHYHKITHSA).

HpI/IMCHHTL npemnapar 6CpCMeHHLIM JKCHINMHAaM B CPOKE 10 20 HEACIIb BO3MOKHO TOJIBKO B CJIy4dac,
Koraa npeamnojiaracMas 1oJjb3a I MaTepu OIIpaBALIBACT BO3MOKHEIN PUCK OJId IJ104a. B ci1ydac
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y JKEHIIUH, TUIAHUPYIOLUUX OEpEeMEHHOCTb, CIIeAYeT IPUIEPKUBATHCSA MUHUMATbHON 3¢ HeKTUBHON
JI03bI MperapaTa U NpoJoIKUTEILHOCTH JICUCHHUS.

JlakTamus

Ha cerogHsmianii MOMEHT OTCYTCTBYIOT JAaHHBIC O BBIICICHUH KETONMPO(EeHa B TPYTHOE MOJIOKO,
M03TOMY IIPUMEHEHHE KeTonpodeHa He PEKOMEHI0BAaHO NP IPYAHOM BCKAPMIIMBAHHH.

DepTiIbHOCTD

[Ipumenenue keromnpodeHa MOXKET BIMITh Ha KEHCKYI (EepTUIBHOCTH, IOATOMY Ipenapar He
pPEKOMEHAyeTCs IPUMEHATH KEHIUHAM, IUTAHUPYIOIIKUM OepeMeHHOCTh. [lanmentkam ¢ Gecrioguem
(B T. 4. MPOXOIALINM 00CIIEZIOBAHUE) CIIEyeT pacCMOTpeTh Bonpoc 06 oTkaze o HIIBII.

4.7. BiuusiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCIOPTHBIMH CpeacTBAaMH M padorarh ¢
MeXaHM3MAMH

JlanHbIX 00 OTpULIATEIBHOM BIIMSHUU KETONPO(EHa B PEKOMEHIYEMBIX J03aX Ha CIIOCOOHOCTH K
yIIpaBJIEHUIO aBTOMOOMJIEM WM paboTy ¢ MEXaHU3MaMu HeT. Bmecre ¢ Tem, nanueHTam, y KOTOpbIX
Ha (OHE TPUMEHEHHUs Tpenapara BO3HUKAIOT COHJIMBOCTb, TOJIOBOKPY)KEHHE WIH JPyrue
HENPUTHBIE OLIYLICHHWSI CO CTOPOHBI HEPBHOM CHCTEMBI, BKJIHOYas HAPYLUICHUE 3PEHHUs, CIEIyeT
BO3JIEPKATHCS OT YIIPaBJICHUS TPAHCIIOPTHBIMU CPEICTBAMH, MEXAHU3MAaMH.

4.8. HexkesaTesibHbIE peakuuu

Pe3roMe HexenaTeabHbIX DEAKIINI

[lo nanueiM Bceemuphoil opranusanuu 3apaBooxpaHeHusi (BO3) HexenaTenbHble peakiUu
KJIACCU(UITUPOBAHBI B COOTBETCTBHH C UX YACTOTOW PAa3BUTHS CISAYIONIUM 00pa3oM: OYeHb 4acTO
(> 1/10), gacro (> 100, <1/10), meyacto (> 1/1000, <1/100), peaxo (> 1/10000, <1/1000), ouens
penko (<1/10000), yacToTa Hen3BeCcTHA (YACTOTY HEJb3sl ONMPEACIUTh Ha OCHOBAHUU HMEIOIIUXCS
JTAHHBIX ).

Hapywenus co cmoponul kposu u numgamuueckou cucmemvl

Penxo — remopparuueckasi aHeMHs; 4acTOTa HEU3BECTHA — arpaHysIOlUTO3, TPOMOOIIMTOIECHHUS,
HapylieHne QyHKIIMU KOCTHOTO MO3Ta, TeMOJIUTHYECKast aHEMUS, JICHKOTICHHUS.

Hapywenus co cmopoHnvl umMmyHHOU cucmembl

YacroTa Hen3BeCTHA — aHAPUIIAKTUYECKUE peaKlMK (BKIItoUasi aHaQpUIaKTUUECKUN IIOK).
Hapywenus co cmoponvl obmena sewjecms u numanus

UYacToTra Hen3BecTHA: TUTIOHATPUEMHS, TUTIEpKaueMus (cM. pazzen 4.4.).

Icuxuueckue napywenus

YacroTa HEM3BECTHA — CIIYTaHHOCTh CO3HAHMSI, SMOIIMOHAIbHASI TAOUITBHOCTb.
Hapywenus co cmopoHvl HepeHoU cucmembl

HeuacTo —ronoBHas 6OJ'IB, T'OJIOBOKPYKCHHUE, COHIIMBOCTh, PEAKO — IMApECTEC3MsI,; YaCTOTa HEU3BECTHA
— acenTUYEeCKUMN MCHHUHIUT, CyAOpPOTrd, HAPYUICHUC BKYCOBBIX OLHymeHHﬁ, BCPTUTO.

Hapywenus co cmoponul opeana 3penus
Penko — Heuetkoe 3penue (cM. pazaen 4.4.).
Hapywenus co cmoponul opeana ciyxa u 1abupunma

Penko — mym B yiax.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.03.2026 N= 4716

(MOCNEOOBATENBLHOCTE 0002)

Hapywenus co cmoponul cepoya

YacroTa HEM3BECTHA — cepeyuHasi HeIOCTaTOYHOCTb.
Hapywenus co cmopoHul cocy0og

YacTora HEM3BECTHA — MOBBIIIEHUE apTEPUAIBHOTO JaBJICHUS, Ba30JuIaTalllsl, BAaCKYJIUT (BKIIIOYAs
JEHKOIMTOKIACTUYECKUIA BaCKYJINT).

Hapywenus co cmopoHul OvixamenvHotl cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPe0OCMeHUs

Penxo — obocTpenne OpOHXUAIBHON aCTMBI; YaCTOTa HEM3BECTHA — OPOHXOCIA3M (B OCOOCHHOCTH Y
MalKUeHTOB ¢ runepuyBcTBUTENbHOCTRIO K HIIBII), punuT.

Hapymesz CO CmMOpPOHbL ofceﬂydouHo-Kuwewoeo mpakma

Yacto — TOIIHOTa, pBOTA, AUCHEINCHS, 00JIb B 00JIACTH KUBOTA; HEYACTO — 3aM0p, AUApEs], B3AYTHE
KUBOTA, TACTPUT; PEIKO — TENTUYECKas 53Ba, CTOMATHUT; OYCHb PEIKO — OOOCTPEHHE S3BEHHOTO
KouTa uian 6one3nu Kpona, xeny104HO-KUIIEYHOE KPOBOTEUEHHE, repdoparusi, HaHKPeaTuT.

Hapywenus co cmoponul neuenu u dcenyesvbi8ooauux nymeti

Peako — rematuT, TOBBINICHHE AaKTHBHOCTH «IICUCHOYHBIX» TPAHCAMHHA3, TIOBBIIICHHUE
KOHIICHTpAllUU OMIMpyOrHa.

HapymeHuﬂ CO CNIOPOHbBL KOJHCU U NOOKOICHBIX MKAHel

HedacTo — KokHast ChIlb, KOKHBINA 3Yy/; 4aCTOTAa HEM3BECTHA — (DOTOCCHCUOMIU3AIIHS, aJIOTIEIIHS,
KpalnuBHULA, aHTMOHEBPOTUYECKHM OTEK, IpuTeMa, OyIsie3Has Chlllb, BKIIt04as cuHapoM CTHUBEHCa-
JIKOHCOHA,  TOKCHYECKMM  DJIHJACPMAIbHBIM  HEKPOJM3,  OCTPBI  IE€HEepPaJIM30BaHHBIN
9K3aHTEMATO3HBIN IIyCTYIIE3.

Hapywenus co cmoponul nouexk u Mouesbi8o0sauux nymei

YacTtora Heu3BeCTHa — OCTpas IIOYeyHass HEJIOCTaTOYHOCTh, MHTEPCTHLMAIbHBIN Heppur,
He(pPUTHUECKUH CHHJIPOM, HE(POTUYECKUMH CHUHIPOM, AHOMAJbHBIE 3HAUYEHUs IIOKa3aTesel
(GYHKIMN TIOYEeK.

Obwue napywenus u peakyuu 6 mecme 68e0eHUs.

Hewacto — oTekH; 4acToTa HEM3BECTHA — MOBBIIICHHAS YTOMIISIEMOCTb.
Jlabopamopuvie u uncmpymenmanvHvle OaHHblE

Penko — yBenuyeHne Macchl Tena.

JlaHHBIE KIMHUYECKHX WCCIENOBAaHUKA W DSIUIACMUOJIOTHYECKHE JIaHHBIE Jal0T OCHOBAaHWE
npeanonararb, yto npuMmeneHue Hekoropslx HIIBII (ocoOeHHO mpH AIUTEN,HOM NMPUMEHEHHH B
BBICOKHMX JI033X) MOXKET OBITh CBSI3aHO C IMOBBIIICHHBIM PUCKOM Pa3BUTHS apTEPUATBHBIX TPOMOO30B
(Hammpumep, UHGapKTa MUOKap/a U HHCYNbTA) (CM. paszzen 4.4.).

COO6HI€HI/I$I O ITOAO03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxHo coo0marb O TOJO3pEBAacMbIX HEXKENATeNbHBIX PEAKIUAX IMOCIe  PEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara C LeJbl0 OO0ecreueHus: HENpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«I0JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnaparta. MeIWIUMHCKUM pabOTHHKAM PEKOMEHIYeTCs
coO0MIATh O JIOOBIX MMO03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMAX JIEKAPCTBEHHOrO IpenapaTa 4epes
HaIlMOHAJIbHBIE CHUCTEMBI COOOILEHUS O HEXKEeNaTeNbHbIX pPEaKIHUAX TOCYlIapCcTB — WICHOB
EBpazniickoro 5KOHOMHU4ECKOr0 COK3a.

Poccuiickas ®@enepanus.

denepanpHas ciyx06a mo HaA30py B chepe 31paBOOXpaHEHHUS.
Anpec: 109012, r. MockBa, CnaBsiHCKast Tuiomajp, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03,
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https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

Crnyyau nepeo3upOBKYA OTMEUYAIUCH MTPH MPUMEHEHHUH KeTonpodeHa B 103ax 0 2,5 T.
CHUMIITOMBI

ITpu nepeno3upoBke kerorpodeHoM, kak u Apyrumu HIIBII, MoryT oTmeuarbcsi TOIIHOTA, PBOTA,
pBOTa C KpOBbIO, 0OJIM B )KMBOTE, MEJIEHA, HAPYILIEHHE CO3HAHUS, YTHETCHHUE AbIXaHUs, CyJ0pOrHy,
HapyueHne (yHKIMY MOYEK U MTOYeHHasi HeI0CTaTOYHOCTb.

JleueHue

Crnenuduueckoro antuoTa Het. Jleuenne cumntomaruyeckoe. Bozaeiicteue keronpodena na XKKT
MOXHO OCJIa0UTh C TIOMOIIBIO AHTarOHUCTOB H2-perentopoB, HHTHOMTOPOB MPOTOHHOW MOMIIBI U
npocraryiiaiAnHOB. [Toka3zaHO MPOMBIBaHHE KETY/IKa U IPUMEHEHHE aKTHBUPOBAHHOTO YIJISL.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKHne CBOCTBA

CDapMaKOTepaHeBTI/I‘IeCKaH rpymma. IIPOTHUBOBOCIIAJIUTCILHBIC u IMPOTHUBOPECBMATHYCCKHC
npenaparbl, HCCTCPOUIHBIC IMPOTUBOBOCHAIMUTCIBHBIC W TPOTUBOPCBMATHUYCCKUEC IMIPCIIapaThl;
IIPOU3BOJHLIC HpOHI/IOHOBOI‘/'I KHCJIOTHI.

Kox ATX: MO1AEO3

MexaHu3M JeHCTBUS U d)aDMaKOHI/IHaMI/I‘ICCKI/IC Bd)d)eKTBI

Keronpoden siBisiercs HecTepouaHBIM MPOTUBOBOCTANIUTENbHBIM NpeniapaToM (HIIBIT). Obnanaer
MIPOTUBOBOCHAIUTEIBHBIM, aHAJIBI€3UPYIOLIUM U KapOMOHMKAIOIUM JIeHCTBUEM.

Keronpoden Omokupyer aeiictBue (epmenta mukinookcurenassl 1 u 2 (IIOI'-1 u LOI-2) u,
YaCTUYHO, JIMITOOKCUTE€HA3bI, YTO MPUBOAMT K MOIABJICHUIO CHHTE3a MPOCTarjaHIMHOB (B TOM YHUCIIe
U B LICHTPaJIbHON HEPBHOM CHCTEME, BEPOSITHEE BCETO, B TUIIOTATIAMYCE).

Crabuiusupyert in Vitro u in vVivo tunocomanbHble MeMOpaHBbI, TPU BEICOKUX KOHIIEHTpAIMsX iN Vitro
KETOTMPO(EH MOIABIISIET CHHTE3 OpaJIMKUHUHA U JICHKOTPUECHOB.

KGTOHpO(l)eH HC OKAa3bIBACT OTPULATCIIbHOTO BIIMAHUSA HAa COCTOSAHUEC CYCTABHOI'O XPJAIIla.

5.2. apmakoknHeTHYECKHE CBOIiCTBA

AOGcopbrms

Keronpoden nerko abcopbupyercsa uz XKKT, 6mogoctymaocts — 90 %. CBsi3b ¢ OenkamMu T1a3Mbl
KkpoBH — 99 %. IIpu npueme BHYTph 150 Mr keTonpodeHa MakcuManbHble KOHIIGHTPALMH ITperapara
B 11azme kposH (10,4 MKr/mi) nocturatorcs uepe3 4—6 4acos.

Pacnpenenenue

Keronpoden na 99 % cBsizan ¢ Oenkamu T1a3Mbl KPOBH, B OCHOBHOM C aTbOYMHHOBOW (hpaKIIHei.
O6beM pacripenenenus cocrasisier 0,1 /kr.

KeronpodeHn npoHuKaeT B CHHOBUAIBHYIO KHJIKOCTh M JIOCTUTAeT TaM KOHIIEHTpauuu, paBHoi 30 %
KOHIIGHTPALMH B TU1a3Me KpoBU. [1ma3MeHHbIi KinrupeHe keronpodeHa CoCTaBIseT NPUOIU3UTEIHHO

10


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

COOTEBETCTEYET ZKCNEPTHOMY OTYETY
- ot 10 I'“-J-'_4_71E
0,08 n/kr/4. D dexTuBHBIC KOHIIEHTPALIMU KeTonpodeHa onpeﬁgﬁi{);&%"ﬁﬁfﬁ%% "Tlép-gi'zél"ilrletlc'a

IIOCJIC €T0 IMpueMa.

Buorpancdhopmars

Keronpoden moaBepraercsi HWHTEHCHBHOMY METa0OJIM3My IIpU JEHCTBUH MHUKPOCOMAIBHBIX
(bepMEeHTOB TIeUCHH, TICPUO/T TTOJTYBBIBEACHHUS COCTaBIIsAET MeHee 2 YacoB. KetonpodeH csizbiBaeTCs
C DJIIOKYPOHOBOH KHCJIOTOW W BBIBOJUTCSA M3 OpraHW3Ma B BHJE TJIIOKYPOHHIA. AKTHBHBIX
MeTaboIUTOB KeTompodeHa HeT.

ONIMMUHAIMA

Jo 80 % keronpodena BEIBOAUTCS MOYKaMH B TeueHHE 24 4acoB, B OCHOBHOM B (popMe IITIOKYpOHH 1A
KetornpodeHa.

[Tpu npumenenun npenapara B no3upoBke 100 mr m Gosee BbIBEIEHHE MOYKAMH MOXKET OBITh
3aTpy/AHEHO. Y NAIMEHTOB C TSXKEJIOM MOYeUHOM HEeIOCTaTOYHOCTBhIO OOJIbIIas 4acThb IIpernapara
BBIJIEJISIETCS Uepe3 KULIEUHUK.

[Ipu npueme BBICOKHMX 03 IIEYCHOYHBIH KJIMPEHC TaKXKe yBEIMUWBaeTcs. Uepe3 KHUIICUHUK
BeIBOAUTCS 10 40 % npemnapara.

Y DanMeHToB C IEYEHOYHOM HEJIOCTaTOYHOCTBIO IIJIa3MEHHas KOHLEHTpalus KeTonpodeHa
yBeJIMUYEHA B JBa pa3a (BEpOSATHO 3a CYET TMIOAJTbOYMUHEMHUHU U, BCIEICTBUE ATOrO, BBICOKOIO
YPOBHS HECBA3aHHOIO AaKTHUBHOI'O KeTONpo(deHa); TakUM NalMeHTaM HEOOXOJUMO Ha3HA4aTh
rpenapar B MUHUMAJIbHOM TEparieBTUYECKON J103€.

VY ManueHToB ¢ MOYEYHON HEOCTaTOUYHOCTHIO KIUPEHC KeTOonmpodeHa CHUKEH, OJTHAKO KOPPEKIUs
103 TpeOyeTCst TOJIBKO B CIy4ae TSDKEIOH MOYeYHON HEJOCTAaTOYHOCTH.

VY nanmeHToB MOKUIIOT0 BO3pacTa METa0O0IM3M U BhIBEZICHHE KeTompodeHa MpoTeKaroT MeIJICHHEE,
YTO UMEET KIIMHMYECKOE 3HAUYEHUE TOIBKO JJIsl TAIIUEHTOB C TSKEJI0M OUYEYHON HEJ0CTATOYHOCTHIO.
6. DPAPMALHEBTUYECKHUE CBOUCTBA
6.1. Ilepeuenb BcnoMoraTe/ibHbIX BellIECTB

['unpomenosa (THAPOKCUITPOITMIIMETHIILEILTION03a)
Kanbsuus creapar

Konnuaon 30

Kommuaon SR (monusununanerat 80 %, moBumon 19 %, natpus saypuicyinbdat 0,8 %, kpeMHUsI
nuokcun 0,2 %)

Kpemuuns nruokcua KoJIOUIHBIN (a3pOCHT)
JlakT036I MOHOTHAPAT (CaXxap MOJIOYHBIH)

6.2. HecoBmecTHMOCTD

He nmpumenumo.

6.3. Cpok roaHocT (CpOK XpaHeHHsl)

3 rona.

6.4. OcoObIe MepbI MPEAOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B 3aIIUIIEHHOM OT CBETa MECTE MpH Temiieparype He Boie 25 °C.
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6.5. XapakTep u cofep:kaHue NePBUYHON YIIAKOBKH

ITo 10 TabmeToKk B KOHTYPHYIO SUYEHKOBYIO YIIAKOBKY M3 IUICHKH MOJMBUHIIXJIOPUIHON U (HOIBIH
AITFOMUHUEBOMU.

ITo 20 Tabnerok B 6anku nmogumMepHbie Tuma bI1.
Kaxnyro 6anky unu 1o 1, 2, 3 KOHTypHBIE STUCHKOBBIE YIIAKOBKU C MHCTPYKIKEH 1O TPUMEHEHHUIO

IIOMEIIAIOT B ITaYKy M3 KapTOHA.

6.6. Oco0ble Mepbl MPEI0CTOPOKHOCTH MPU YHUYTOKEHHHU UCTIO0Ib30BAHHOIO JI€eKAPCTBEHHOT 0
npenapara WJjiH OTXO/0B, MOJIYYEHHBIX MOcCJie NPUMEHEeHHsl JeKAPCTBEHHOro Ipenapara u
Apyrue MAaHUMYJSIIUU ¢ PpenapaTomM

Oco0ble TpeOOBaHMSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanusl,

ITAO «buocunres,

440013, [len3enckas o0:m1., T. Ilensa, yn. JpyxOsl, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05

dakc: +7(8412) 96-96-27

Anpec anekTpoHHOM mouThl: Biosintez.Info@sunpharma.com

7.1. IlpencraBureib AepsKaTesis PerHCTPAIHOHHOIO YI0CTOBEepeHHs

[Iperen3uun norpeduUTeer HAIPABIIITE 110 aJIPECY:

Poccuiickas @enepanus,

ITAO «buocunresy,

440013, Ienzenckas o6m1., T. [lensa, yn. JpyxOsl, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05,

Anpec anexTpoHHO# ouThl: Biosintez.Hotline@sunpharma.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPETTAPATA

.HeKapCTBCHHHﬁ npenapat OTHOCUTCA K KaTCTrOpUH OTITYCKa IO pCUCIITY.

OOmiast xapakTepUCTHKa JICKApCTBEHHOTO Ipemapara ApTpyM JOCTyIHa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3Milckoro 3KOHOMHYECKOTO COK3a W Ha
o(umaNbHOM caifTe yIoJIHOMOUYEHHOIO OpraHa (3KCHepTHON OpraHu3alyn)
https://Ik.regmed.ru/Register/EAEU_SmPC
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