COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 04.12.2024 N= 26832

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Nupanamun perapa, 1,5 Mr, TaGleTKH C TPOJOHTHPOBAHHBIM BBICBOOOXKICHUEM, ITOKPBITHIC
IUIEHOYHOM 000JI0YKOIA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JelcTByrolee BEMIECTBO: HHAATIAMHU/I.

Kaxxngast TabneTka, ¢ MPOJIOHTUPOBAHHBIM BBHICBOOOKICHUEM, MOKPHITAS TNIEHOYHON 000JIOUKOM,
coaepxut 1,5 Mr unganamuja.

BcnomorarenbHble BellecTBa, HaTUYME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npenapara: Jlaktosa (cM. pasuensi 4.3., 4.4.).

ITosHBIN NepedeHb BCIIOMOTaTeIbHbIX BELIECTB IPUBEACH B paszeie 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnerku, ¢ MPOJIOHTUPOBAHHBIM BBICBOOOKAECHUEM, TOKPBITHIE IIJIECHOUHOW 000JI0UKOM.

TabneTku Kpyrible TBOSKOBBIMYKIIBbIC, IMOKPBITHIC TUICHOYHON 000JIOYKOW O€Noro WM MOYTH
Oenoro nBera. Ha nmonepeunom paspese — moutu 0enoro mBeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

WNupanamu petapa MoKaszaH JJisl JI€UYEHUS apTePUAIbHON TMIEPTEH3UH Y B3POCIIbIX.
4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

[Tpumensiercs no 1 TabneTke B CyTKH, JKEIATEIBHO YTPOM.

IIpn nedeHMM MANKMEHTOB C apTEpUAIbHOM THUIEPTEH3MEH YBEIWYEHWE 03Bl Ipenapara He
INPUBOAUT K YBEJIMYECHHUIO AHTUTMIIEPTEH3UBHOIO JEHCTBHS, HO YCWIMBACT JIHYPETHUYECKUI
(camypeTtnueckuii) 3 pexr.

Oco0ble TPVIIILI TAIUEHTOB

Iayuenmul ¢ Hapywenuem gynxkyuu nouex (cm. pazoenvt 4.3 u 4.4)

[TpuMeHeHre MPOTUBOIIOKA3aHO MAMEHTAM C TSHKEJIOW IOYEYHON HEJ0CTaTOYHOCTHIO (KIMPEHC
KpeaTuHuHa MeHee 30 MJI/MUH).

TuasuHble U THA3UIO0MOI00HbIE AUYPETHKH B IOJTHON Mepe 3 (EKTUBHBI TOJIBKO Y MAIUEHTOB C
HOpMaJIbHOU (PyHKIIMEH MOYeK WM ¢ MUHUMAJIBHBIMU €€ HapyIIECHUSIMH.

Ilayuenmul ¢ Hapywenuem gynxkyuu newenu (cm. pasoenvi 4.3 u 4.4)
[TprMeHeHre TPOTUBOIIOKA3aHO MAIIMSHTAM C TSDKEITBIM HapyIIeHHeM (DYHKIIHY TICYCHH.
Tayuenmul noscunoeo sospacma (cm. pasoen 4.4)

YV OXUITBIX ManUEHTOB CJICAYCT KOHTPOJIUPOBATE COACPKAHNUEC KPCAaTUHHNHA B IJIa3ME€ KPOBH C
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HA3HA4YaTh MMOKUIIBIM MAI[UEHTAM C HOPMAJIbHOH (DYHKIIMEH TTOYeK I TOJTBKO ¢ MUHUMATbHBIMU
€€ HapyLICHUSMMU.

CTHu

Bbezonacnocts u 3¢ dextuBHOCTS Npenapara Muganamua perapa y aereit B Bospacte ot 0 1o
18 net He ycTaHOBIIEHBI. [[laHHBIE OTCYTCTBYIOT.

Cnoco0 IIpuMeHeHus

BHYTpB, Ta6J'I€TKy CIIEAYECT IpOorIaTelBaTh HEJIMKOM, HE Pa3’KEBbIBAA, 3alliBas BOHOﬁ.

4.3. [IlpoTuBONOKAa3aHNUS

— I'unepuyyBCTBUTENBHOCTh K HHAANAMUAY, APYTUM MPOU3BOJHBIM Cylb(QOHAMUIA H/HIU
T1000My M3 BCIOMOTaTeIbHBIX BEIIECTB Mpenapara, epeunciIeHHbIX B pa3zene 6.1.

— Tsxenas moueyHasi HEJOCTATOUHOCTD (KJIMPEHC KpeaTHHUHA MeHee 30 MII/MUH);

— Ileuenounas 3HIE(DATONATHS WK TSHKEIIOE HAPYIICHUE PYHKIIMH ITCUCHH;

— T'unokanuemusi;

— bepemenHnocTh, nepuos TaKTanuy;

— Jerckuii Bo3pact a0 18 et (3pPexkTHBHOCTD 1 OE30MaACHOCTh HE YCTAHOBJICHHI),

— Jedunut nakraspl, HSIEPEHOCUMOCTb JIAKTO3bI, TJIFOKO30-TAIAKTO3HASI MaThaObCcopOITHsI.

4.4. OcoOble ykazaHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

Hapymenust pyHKIMM Ne4eHU U TIOYEK JIETKON WM YMEPEHHOW CTETNeHH TSKECTH, HApYIICHHUS
BOJ/IHO-DJIEKTPOJIUTHOTO OallaHca, MPUMEHEHHE Y MAllMeHTOB C yBennueHHbIM nHTepBanom QT Ha
OKT', npuMeHeHre y WCTOIICHHBIX MAIMEHTOB, y MAallME€HTOB, MOJYYAIOIIUX OJHOBPEMEHHYIO
Tepanui ¢ IMpernapaTtamMu, KOTOpble MOTYT yBenuuuBaTh uHTepBan QT, couetanHas Tepamus
JICKapCTBEHHBIMU  TpemapaTamMH, CIOCOOHBIMH BBI3BaTh MOJMUMOPGHYIO KETyI0YKOBYIO
TaXUKaPIUIO THITA KITUPYIT», IPerapaTaMu JIUTHSI, JIKAPCTBEHHBIMH TIpeTiapaTaMu, CIIOCOOHBIMU
BBI3BIBATH THIMOKAJTMEMHIO WJIM CEPACYHBIMHU TIIHKO3uIaMu (cM. pazzaen 4.5), nepudepudeckue
OTeKM WM AaCIUT, WIIeMUYecKkas OONe3Hb cepaa, CepAeYHas HeIO0CTaTOYHOCTD,
TUIIEpIIapaTHPE03, CaXapHbId JUA0ET, THIICPYPUKEMHUS W T0Jarpa, ajulepruueckas peakius Ha
NEHUIWLJINH B aHAMHE3e€.

Oco0ble yKazaHus

Hapywenusa ¢pynxyuu nevenu

[Tpy Ha3HAYEHUU THA3HIHBIX U THA3HJIONOJO0OHBIX AMYPETHKOB Y MAIlMEHTOB C HAPYLICHUSIMHU
(yHKLIUU N€YEHHU, OCOOEHHO B Cllyyae HapylIEeHUs BOAHO-DJIEKTPOIUTHOIO OajiaHCca, BO3MOXKHO
pa3BUTHE TIEYEHOYHOM 3HIIe(haIonaTun, KOTopas MOXKET IPOrpPeCcCUPOBAThH 10 IEUEHOUYHOH KOMBI.
B aTom cityyae npuMeHeHue AMYPETUKOB CIEAYET HEMEJIEHHO MPEKPATUTb.

Peaxyuu pomouyecmeumenvrocmu

Coo01manocs o cirydasx pa3BUTHs peakuuil OTOUYBCTBUTENLHOCTH Ha (pOHE MpHeMa THA3UIHBIX
U THA3UJONMONOOHBIX JUYpeTHKOB (cM. pasgen 4.8). B ciaywae pa3Butus peakuuit
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OpeKkpaTuTh JedeHue. EciM MOBTOpHOE Ha3HAYCHHE IUYPETHKA IMPHU3HAHO HEOOXOAUMBIM,
PEKOMEHyeTCsl 3alUIIaTh OTKPBITBIE YYAaCTKH OT COJHEYHBIX JIy4ed WIM HCKYCCTBEHHBIX
yIbTpaUONIETOBBIX JIyuell Tuma A.

BcrnomMorarennHble BEIECTBA

[Ipemapatr comepkuT JakTO3bl MoHoruupar. llammentam ¢ peako  BeTpeuarolieiics
HACJICICTBEHHOW HEMEPEHOCUMOCThIO TajakTO3bl, ACPUIMTOM JaKTa3bl WU TIIOKO30-
raJlakTO3HOM MasibabcopOuueli He clieAyeT NpuHUMaTh npenapatr Uuganamun perapa.

Oco0nIe MEPHI MPEAOCTOPONKHOCTH ITPHU NPUMCHCHU U

Boouno-snekmponrumnuiii banranc

Codep:»canue UOHO6 Hampus 68 niasme Kpoeu

Jlo Hauana nedyeHuss He0OXOAMMO OIPENEIUTh KOHIEHTPALMIO HOHOB HATpHs B Iu1a3me KpoBu. Ha
¢doHe mpuema mpemnapara CIeAyeT PEeryaspHO KOHTPOJIMPOBATH ITOT MOKaszarenb. Heobxomum
MOCTOSTHHBIA KOHTPOJIb KOHLIEHTPAllUM HOHOB HATpHUs, TaK Kak MEPBOHAYAIBHO CHIKEHUE
KOHIIEHTPAIlUU HATPUs B IUIa3Me KPOBU MOKET ObITh OeccuMnTOMHBIM. bosee yacTolif KOHTPOIIb
MOKa3aH MalMeHTaM C UPPO30M TMEUYCHU U JIUILIaM MOKHUIIOro Bo3pacTta (cM. paszensl 4.8 u 4.9).
JIro6o¥i nmuypeTHdecKuil mpenapar MOXET BbI3bIBAaTh TMIIOHATPUEMHUIO, MIPUBOISAIIYI0 HHOT/IA K
KpaiiHe TSKEJIbIM MOCIEeACTBUAM. [ MoHaTpuemMusi B COYETaHUU C TUIIOBOJIEMHEN MOTYT OBITh
IPUYMHOM O0O0€3BOXKHMBAHUS W OPTOCTATUYECKOM TUnoTeH3uu. CONyTCTBYIOIIEE CHUYKEHUE
KOHILEHTpAallud HOHOB XJIOpa B IUIa3M€ KpPOBU MOXKET NPHUBOJUTH K BTOPUYHOMY
KOMIIEHCATOPHOMY METab0IMYeCcKOMY aJIKajlo3y: 4acToTa Pa3BUTUS U CTENEHb BBIPAKEHHOCTHU
3TOro 3(h(hexkra He3HAUNTETHHBI.

CO@@D.?}CCZHME UOHO6 KAaJluAd 6 niasme Kpoeu

[Tpu Tepanuu THA3UTHBIMU U THA3UAOMOIOOHBIMH TUYPETUKAMU OCHOBHOM PUCK 3aKIIIOUAETCs B
CHIKEHUU KOHIIEHTPALMK Kajlusd B IUIa3M€ KPOBU M Pa3BUTHM TMIOKaNHEeMHUH. [ Mnokannemus
MOJKET BBI3bIBATh MBIIIIEYHBIE paccTporicTBa. CooOIIanocs o ciydasx pabloMHOIN3a, B OCHOBHOM
Ha (oHe TsoKenoi rumnokamueMun. HeoOxomumo mpenoTBpamiarh pa3BUTHE TUIIOKATMEMUU
(<3,4 MMOJIB/JT) Y TIAIIUEHTOB TPYIIIBI MOBBIIIEHHOTO PHUCKA: MAIMEHTOB MOKUIIOTO BO3pacTa,
WCTONICHHBIX W/WJIA TIOJNYYAIOIIMX COYETAHHYI0 MEIUKAMEHTO3HYIO TEeparuio, MalMeHTOB C
APPO30OM TI€YEHH, Mepu(PepuuecKuMH OTEKaMH M aCIIUTOM, NAaIMEHTOB C WIIEMUYECKOU
0OMNe3HBI0 CepAlla, CepACYHOW HENOCTaTOUYHOCThIO. [ HWIMoKanuemuss y TakKux MaIeHTOB
YCWJIMBAET KapAUOTOKCUUYHOCTh CEPJCUHBIX INIMKO3UOB M MOBBIIIAET PUCK PA3BUTHUS apUTMUM.
[TatmenTs! ¢ ynnmuHenneM untepBaia QT, kak BpOXKJIEHHBIM, TaK M BBI3BAaHHBIM JIEKAPCTBEHHBIMU
mpernapaTamM, OTHOCSATCS K Tpymme pucka. [unokanueMus, Kak U Opagukapausi SBIISETCS
COCTOSIHMEM, CIOCOOCTBYIOIIUM PAa3BUTHUIO TSDKEJIOW apUTMHHU, B YAaCTHOCTH, MOJUMOPQHOM
YKEITYTOYKOBOM TaXUKAPAUH TUTIA KITUPYIT», KOTOPAst MOKET IPUBECTH K JIETATBHOMY Hcxoay. Bo
BCEX OIMHMCAHHBIX BBIIIE CIydassX HE0OX0AUMO PETYIIPHO KOHTPOIMPOBATH KOHIIEHTPAITUIO KAJTHS
B TJIa3Me KpoBH, Oosee yacTo, yeM 00bIuHO. [lepBoe m3Mepenne KOHIEHTPAIlMd HOHOB KaJls B
T1a3Me KPOBHU JOJHKHO OBITh BBIIMIOJIHEHO B TIEPBYIO HEIETIO OT Havasa JICYSHHUS.

[Tpu BBISIBIEHUH TMIIOKAIUEMHUH JOJKHO OBITh Ha3HAUEHO COOTBETCTBYIOIIIEE JICUCHHUE.
['unokanuemusi, BHIABICHHAS] B COUETAHUM C HU3KOM KOHIICHTPALIMEeH MarHusi B CbIBOPOTKE KPOBH,
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KpPOBH.

COd@DOfCClHue MACHUA 6 niasme Kpoeu

beuto mokazaHo, YTO THA3UAHBIE W THA3WAONONOOHBIC AMYPETHUKH, BKIIOUYas WHIATIAMHUI,
YBEJIUYUBAIOT SKCKPEIMIO MATHUS C MOYOU, YTO MOKET MPUBECTH K TUIIOMAarHuEeMuHu (CM. pasjien
4.5 u4.8).

Codepofcanue Kdivbyusd 6 niasme Kpoeu

TuasuaHele U THA3UIONOAOOHBIE AMYPETUKU MOTYT YMEHbIIATh BBIBEJIECHUE HMOHOB KaJIbLUS
IIOYKAMH, IIPUBOJS K HE3HAYUTEIBHOMY M BPEMEHHOMY IOBBIIIECHUIO KOHIICHTPALUU KaJIbLUs B
wiasMe KpoBu. VCTWHHAs TUNEPKAJIbIIMEMUS MOXET OBITh CIEACTBUEM paHee He
JIMarHOCTUPOBAHHOIO THIIEPIAPATUPEO03a.

Crnemyer mpeKpaTuTh MPHEM AWYPETHUYECKUX MpPErnapaToB Mepea HCCleAoBaHHEM (YHKIHUU
IapaIlUTOBUIHBIX JKEIIEe3.

COO@DDfCClHue SHAIOKO3bl 6 njiasme Kposu

Baxxno KOHTPOJIUPOBATH KOHICHTPALIUIO TJIFOKO3bI B KPOBH Y INAIITUCHTOB C CaXapHbIM ,I[I/Ia6eTOM,
0COOEHHO IIpHU HAJINYUH THIIOKAJIMCMUH.

Mouesas kucioma

VY NaIueHToB C THIIEPYPUKEMHUEH MOKET YBEIMYUBATHCS YaCTOTA BOSHUKHOBEHUS IPUCTYIIOB UITH
000CTpATHCS TEUEHUE NOJIATPHI.

Huypemuueckue npenapamai u d)VHKuu}l nouyex

TuasuaHble 1 THA3UIONIOA00HBIE TNYPETUKH () (DEKTUBHBI B TOJTHON MEpE TOIBKO Y MAIUEHTOB C
HOPMaJTbHON WM HE3HAUMTEIbHO HApYIIEHHOW (YHKIMEH Mmodek (colaepikaHue KpeaTWHUHA B
M1a3Me KPOBH Y B3POCHBIX JHUI[ HUKe 25 Mr/a wnu 220 MKMOJB/IT). Y MalMeHTOB MOKUIIOTO
BO3pacTa YpOBEHb KPeaTHHHHA B TJIa3Me KPOBH PACCUUTHIBAIOT C yYETOM BO3PacTa, Macchl Tea
U TIoJa.

CrnenyeT y4yuThIBaTh, YTO B Haudaje JIEYCHHS Yy MAIMEHTOB MOKET HAOMIOJAThCS CHIKEHUE
CKOPOCTH KIIyOOUKOBOU (DUIIBTpAINK, 00YCIOBICHHOE TUIIOBOJIEMUEH, KOTOPasi, B CBOIO OYEPE/ib,
BbI3BaHa NIOTEPEN BOJbI U MOHOB HATpus HA OHE MpUeMa TUYPETHUECKHUX IperapaToB.

Kaxk CJICACTBHUC, B IJIa3ME KPOBHU MOXKET YBCIIMUMNBATHCA KOHICHTPAMA MOUYCBHUHBI U KPCATUHHHA.
Takasa TPAH3UTOPHAA (bYHKHI/IOHaHBHaSI IIOY€YHadA HEAOCTATOYHOCTHh HE€ HMMECT KIMHHUYCCKOI'O
3HAUEHUsl y TAIMEHTOB C HOPMAJIbHON (YHKIMEH MOYeK, OJHAKO MOXET YCYryOJsTh ke
MMEBIIYIOCS IO Havyalla JICUSHUS TTOYSUHYIO HEIOCTATOYHOCTb.

Cnopmcmenvl

CroprcMeHaMm cieyeT oOpaTuTh BHUMaHHE, UYTO JACHWCTBYIOIEE BEIIECTBO, BXOSIIEE B COCTaB
JIEKapCTBEHHOTIO npemnapaTta Muganamun perap, MOKET 1aBaTh MOJOKUTEIbHBIN PE3YJIBTAT IIPU
MIPOBECHUH JTOITUHT-KOHTPOJIS.

Xopuou()aﬂbﬁbzﬁ ebmom/ocmpa}z MMOI’ZM}Z/OCI’VLDCI}Z 3AKPbLMOY20bHAA 2l1aYKOMA

CynbpoHaMuapl U HUX TPOU3BOJAHBIE MOTYT BBI3BIBATH HIMOCHHKPA3MUYECKYIO DPEAKIIHIO,
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OCTPOMY IPUCTYITY BTOPUYHOM 3aKPBITOYTOJIbHON IJIayKOMbl. CUMIITOMBI BKJIFOUAOT: BHE3AITHOE
CHIDKEHHE OCTPOTHI 3peHHs MU O0JIb B TJ1a3aX, KOTOPHIE MPOSBIISAIOTCS, KaK MPAaBUIIO, B TCUCHHE
HECKOJIbKMX 4YacoB WJIM HEAENb IIOCIE Hayaja Tepanuu THA3WIHBIM/THA3UI0NO 00HBIM
auypeTukoM. lpu oTcyTeTBUM JiedeHHs OcTpasi 3aKPhITOYTOJIbHAS TJIayKOMa MOYKET IIPUBECTH K
HeoOpaTuMoi notepe 3peHus. [Ipu MmosBIEHUH CUMITOMOB HEOOXOIMMO KaK MOXHO ObICTpee
MPEKPATUTh MPUEM THA3UTHOTO/THA3UA0NO0I00HOr0 quypeTka. Eciiu BHyTpUria3Hoe gaBiieHue
OCTaeTCs HEKOHTPOJIUPYEMBIM, MOKET MOTPeOOBATHCSI HEOTJIOKHOE MEIUKAMEHTO3HOE JICUCHUE
WM XUPYpruyeckoe BMeIaTenbCcTBO. (DAaKTOpOM pHCKa pa3BUTHS OCTPOM 3aKPBITOYrOJbHON
[JIAYKOMBI SIBIISIETCS aJNIEPTrUUecKasi peakliys Ha MPOU3BOJHbIE CYIb(pOHAMHIA TN TICHULMIIHH
B aHaAMHE3e€.

4.5. B3anMojeilicTBMe C JAPYrMMM JIeKAPCTBEHHbIMH TMpenapaTraMM W JApyrue BH/bI
B3auMOAeliCTBUA

KOM6I/IH3HI/II/I, HC PCKOMCHAYCEMBIC K IPUMMCHCHHNIO

Ilpenapamor numus

IIpy ogHOBpEMEHHOM IPUMEHEHHMHM WHAANAMHUIA W INPENaparoB JINTUSA, TaK e, KaKk U Ipu
coOuro/IeHMH 0eccoeBON JTMEeThl, MOKET HaOJIIOAAThCS IMOBBILICHWE KOHLEHTPALMM JIUTUS B
IJIa3M€ KpPOBU BCIIEJICTBHE CHWIKEHHUS €ro OSKCKpPELHUH, COINPOBOXKIAIOIIECECS IOSBICHUEM
IPU3HAKOB TNepeno3upoBku. Ilpu HeoOXoaumocTu AMypeTHdecKue Ipenaparbl MOTYT ObITh
UCIIOJIB30BaHbl B COYETAaHWHM C IpenaparaMM JIMTHS, IPU OTOM CIEAYEeT TUIATEIBHO
KOHTPOJIMPOBAaTh KOHIIEHTPALMIO JIUTUS B IJJa3M€ KPOBH M COOTBETCTBYIOLIUM 00pa3zom
noaoupars 703y npernapara.

KomOuHanuu, TpeOyromue npeaocTOpOKHOCTU

Jlexapcmeennvie  npenapamsei, CnoCOOHbIE — 6bI3LIGAMb  NOAUMOPPDHYIO  HCETYOOUKOBYIO
Maxuxapouio muna «nupyamy

® aHTHApPUTMHUYECKHE JIeKapCTBEHHble mpenapatel [A kmacca (Hampumep, XHHMJIUH,
THJIPOXMHUIMH, Au3onupamull, npokanHamun) u IC knacca (aexkannun);

e aHTHapUTMUYECKHE JeKapcTBeHHbIe npemnapartsl Il kinacca (Hanpumep, amMmuogapoH, cOTamod,
nodermn, noyTuIna, OpeTuiIns To3UIaT, APOHEAAPOH);

® HEKOTOpbIE AHTUIICUXOTUYECKHE TMpenaparbl: (EHOTHa3HHbl (HalpUMep, XJIOPIPOMAasHH,
MaMeMa3uH, JIeBOMENPOMa3uH, THOpUAa3uH, Tpuduyonepasut, ¢iaydeHasnH), 6eH3aMHIbI
(HampuMmep, aMUCYIBIPUL, CYIbIUPH, CYIbTONPUI, THANPUA), OyTUpOdEeHOHB! (HampUMep,
JPOTEPHI0JI, TaJONEPUI0N), APyrue aHTUIICUXOTUYECKHE Mpenaparsl (Hampumep, MUMO3H/I,
CepTHHJION);

® AHTHUJENPECCAHTHI: TPULUKINYECKHE AaHTUJEIPECCAHThl, CEJIEKTHUBHbIE  HWHTHOUTOPBI
00paTHOTO 3axBaTa CEPOTOHHHA (LIUTAIONPAM, ICIUTATIONPAM);

e aHTHOaKTepuadbHbIE CcpeacTBa: (GTOPXWHOMOHBI  (JIEBOQIIOKCAIIMH, MOKCH(DIOKCAIINH,
cnapdiokcanuy, UUOPOQIOKCAMH); MaKpOIUIbl (3PUTPOMULMH TMPH BHYTPUBEHHOM
BBEJICHUH, a3UTPOMHUIIMH, KIIAPUTPOMUIIMH, POKCUTPOMHUIIMH, CITUPAMUIINH), KO-TPUMOKCA301T,

® TIPOTUBOTPHUOKOBBIE CpPEJICTBA psifa a30J0B (BOPUKOHA30JI, HUTPAKOHA30J, KETOKOHA30],
baykoHazon);
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® MPOTHBOMAJSPUIHEIC CPEACTBA (XHHHUH, XJIOJOXUH M.&y OCTED! aﬁb‘ﬁﬂﬁﬂl ';—:J{VL%%&/IH);

® aHTHAHTHMHAJILHBIC CPEACTBA (paHOIA3HH, OCTIPHINII);

® [IPOTUBOOITYXOJIEBBIE MIPENapaThl © UMMYHOCYIIPECCAHTHI (BaHJETaHUO, MBIIIbAKA TPUOKCHUI,
OKCAJIUIIJIATHH, TAKPOJIUMYC, aHArpeIua);

® [IPOTHUBOPBOTHBIE CPEJACTBA (OHJAHCETPOH);

® CpEICTBA, BIMSIOUINE HA MOTOPHUKY KEyI0YHO-KUIIEYHOT 0 TpaKTa (LIM3anpul, JOMIIEPUIOH);

® AHTUTHCTAMHHHBIC CPEICTBA (acTeMHU30J1, TepPeHaTNH, MHU30JACTHH ),

e [pouue: MEHTaMMJUH, JU(peMaHn1, BUHKAMUH IPU BHYTPUBEHHOM BBEJCHHMHM, BAa30IPECCHH,
TEPIUIIPECCUH, KETaHCEPUH, MpoOykou, mpornodon, ceBodiypaH, TEPOAWINH, UIOCTA30I,
METAaJI0H.

[ToBblieHNE pUCKA pPa3BUTHS IKEITYAOUYKOBBIX AapPUTMHUK, B YaCTHOCTU MOJUMOPQHOI

KEIyTOYKOBOU TaXUKAPIUH TUTIA «ITHPYIT» ((PaKTOp prCKa — TMIIOKATHEMUS).

[lepen HazHaueHMEM KOMOMHUPOBAHHOM Tepanuu HHJANAMUIOM M yKa3aHHBIMM BBIIIE

IpernapaTamMy CJeLyeT IPOBECTH HCCIECIOBAHUE C LIEIBIO BBISABJICHUSA THIIOKAIMEMHHM U IIPH

HEOO0XO/MMOCTH TPOBECTH Koppekuuto. HeobOXonum KOHTPONIb KIMHMYECKOI'O COCTOSHUS

NAIUEHTa, KOHTPOJIb YPOBHS AJIEKTPOJIMTOB B IIa3Me KpOBH, nokasareneit OKI'.

VY manueHToB ¢ TUIMOKAaJHMEeMHed HeOoOXOAMMO MPHUMEHSTh Mperaparsl, HE BBI3BIBAIOIINE

HOJTMMOP(HYIO JKEITYT0UYKOBYIO TAXUKAPIHIO TUIIA ITHPYITH.

Hecmepouonvie npomugosocnanumenvhbvie IeKapcmeeHHvlie npenapamvl (Npu CUCmMemMHOM
npuMeHenul), 8Kuouasn cerekmugnvle uneubumopwl [JOI-2, vicokue 003bl ayemuicaiuyuio8ou
Kucnomel (=3 e/cymxu)

B03MO0XHO CHIDKEHHE aHTUTUTIEPTEH3UBHOTO IEHCTBUS HHAAIaMUA.

Y 00e3BOKEHHBIX MAIMEHTOB CYIIECTBYET PUCK PA3BUTHUSL OCTPOH MOYEUHOW HEAOCTATOYHOCTHU
BCJIE/ICTBUE CHUKEHHs KITyOOuKoBOM (uubTparuu. [laiimentam HEOOXOAMMO KOMIIEHCUPOBAThH
MOTEPIO KHUAKOCTH U B Hayalle Teparvy TIIATeIbHO KOHTPOIUPOBATh (PYHKIIHUIO MTOYEK.

Hneubumopuol aneuomensun-npespawarouieco pepmenma (AID)

Hasnauenue nnrudutopos AIl® nmanueHTam ¢ M3HaYalIbHO CHUKEHHOW KOHIIEHTpAIMel HOHOB
HaTpUs B KPOBU COIIPOBOXK/IAETCSI PUCKOM BHE3AIMHON apTepUaIbHOW FMIIOTEH3UN W/UIIA OCTPOM
MOYEYHON HEJOCTATOYHOCTH (B YACTHOCTH, Y MAlIMEHTOB CO CTEHO30M ITOYEYHON apTEpHH).
[Tauentam ¢ apmepuanvHou 2eunepmeH3ueti W BO3MOXKHO CHW)KCHHOM  BCIIEJCTBUE
IPEIUIECTBYIOLIETO MPUMEHEHHSI JAMYPETUKOB KOHIIEHTpAllMe HMOHOB HATpuUs B KpPOBU
HE00X0/IUMO:
— 3a 3 1HA A0 Hayana JedeHuss uHruOutopom AIID mnpekpatuTh mpuemM IUypeTHKOB. B
JanbHEWIeM, TpU HEOOXOJWMOCTH, TPUEM HeKaJuiicOeperaromero IuypeTuka MOXKHO
BO300HOBUTB;
— WIK HAYUHATh Tepanuio HHruoutopom AllD ¢ HU3KKX 103, ¢ TOCAEAYIOUUM OCTENEHHBIM
YBEJIMYEHHUEM JI03bI B CITyyae HEOOXOAUMOCTH.
Ilpu xponuueckoii cepoeunoti nHedocmamounocmu nedeHue wunruOutopamu AllD cremyer
HAaYMHATh C CaMbIX HHU3KHUX J03 C BO3MOXXHBIM IIPEJBAPUTEIbHBIM CHUXEHHEM [103
HEeKanicOeperaromero 1nypeTka.
Bo ecex cnyuasx B mepBble Henenu npuema MHruOutopo AIID y manueHTOB HEOOXOAUMO
KOHTPOJIMPOBATh (DYHKIIMIO TTOYEK (COAEp)KaHUe KPEaTUHUHA B TUTa3Me KPOBH).
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MUHEPAIOKOPMUKOUObL  (NPU  CUCIMEMHOM NPUMEHeHUU), MempaxKo3aKxmuo, ciabumenbHvle
cpedcmea, CmuMyaupyouue MomopuKy KuuledHuxka

YBenuyeHue pucka pa3BUTHS TUIIOKATUEMHH (aJAUTUBHBINA YPQEKT).

Heo0xo11M NOCTOSIHHBIN KOHTPOJIb KOHLIEHTPALMY KalKsl B IUIa3Me KPOBH, IPU HEOOXOIUMOCTH
— ee koppekiust. Ocoboe BHUMaHUE cielyeT YAEIATh NalueHTaM, OAHOBPEMEHHO MOIy4YaroIuM
ceplieuHble TJIMKO3MJbl. PexkoMmeHIyeTcs HCHOoJab30BaTh ClIA0MTEIbHBIE CPEJCTBA, HE
CTUMYJIUPYIOUIME MOTOPUKY KUIICUYHUKA.

baknoghen

OtmedaeTcs yCUIeHUE aHTUTHIIEPTEH3UBHOTO dPQeKTa.
[TaruerTamM HEOOXOIMMO KOMITEHCHPOBATH MOTEPIO )KHUIAKOCTH M B HAYAJIC JICUCHUS TIIATEIHHO
KOHTPOJIMPOBATHh (PYHKIIHIO TTOYCK.

Cepoeunvie 2nuxko3uobl

['unokanuemMusi W/MUIM TUINOMAarHUEMHS MOXET MPOBOIMPOBATh YCHJICHHE TOKCHUECKUX
3¢ dexToB cepaeyHBIX TIAMKO3UIO0B. [IpM OJHOBpeMEHHOM TMNPUMEHEHUH WHIANaAMUAa U
CEpJICYHBIX TIIMKO3UJIOB CJENyeT KOHTPOJIMPOBATh KOHIEHTPALMIO Kalus U MarHus B IUIa3Me
KpoBH, nokazarenu IKI', u, npu HE0OX0UMOCTH, KOPPEKTUPOBATH TEPAIHIO.

KoMOuHamu, tpedvionme 0codoro BHUMaHU

Annonypunon

CoBMeCTHOE TPUMEHEHHE C WHJAMaMHJIOM MOXET TOBBIIIATE PHUCK Pa3BUTHS PEAKIUN
TUIIEPYYBCTBUTEILHOCTH K aJUIOMYPUHOTY.

KomOunanuu TDG6VIOIJ.II/I€ BHHMMAHHA

Kanuticbepezarowgue ouypemuxu (amunopuod, CRUPOHOIAKMOH, MPUAMMEPEH)

KomOunupoBaHHast  Tepamusi WHAAMAMHUIOM W KalduiicOeperaloumMi  TUypeTHKaMU
nenecooOpa3Ha y HEKOTOpBIX MAIMEHTOB, OJHAKO MPHU 3TOM HE MCKIIOYAETCS BO3MOKHOCTh
pasBUTHs THUINOKAIMEMUH WM TUNEpKaIMeMUu (OCOOEHHO Yy TAalMEeHTOB C IOYEeYyHOU
HEJ0CTAaTOYHOCTBIO UJIH Y MALIMEHTOB C CaXxapHbIM THa0EeTOM).

Heo0xonrnMo KOHTponMpoBaTh KOHIEHTPALMIO KAk B IJIa3Me KpoBH, nokazarenu DKI' u, npu
HEO00XO0IUMOCTH, KOPPEKTUPOBATH TEPAIHIO.

Memdghopmun

OyHKIMOHANbHAS TOY€YHAas HEJOCTaTOYHOCTh, KOTOpas MOXET BO3HMKAaTh Ha (OHE Mmpuema
JTMYPETUKOB, OCOOCHHO IETJIEBBIX, MMOBBIIAET PUCK PA3BUTHS, HHIYLIUPOBAHHOT'O MET(GOPMUHOM
MOJIOYHOKHCJIOTO alua03a.

He cnenyer npuMeHsTh MET(HOPMHH, €CIM YPOBEHb KpEeaTMHHWHA B IJIa3ME€ KPOBM IPEBBIIIAET
15 mr/n (135 mxmonb/n) y Mmy>kuuH 1 12 mr/in (110 MKMOIB/T) y JKEHIIMH.
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Hodcodepcawue konmpacmuvle seuecmsa (MOCNEOQQBATENEBHOCTE 0002)

B ciywsae oOe3BokuBaHUS oOpraHu3Ma Ha (OHE TpUeMa JUYPETHUECKUX MpPErnapaToB
YBEIIMYMBACTCSI PUCK PAa3BUTHS OCTPOWM IMOYEUHOM HEAOCTATOYHOCTH, OCOOEHHO MpHU
MCII0JIb30BaHUU BBICOKHX /103 HOJICOAEPKALMX KOHTPACTHBIX BEIIECTB.

[lepen mnpumeHeHueM HOACOAEPIKAIIMX KOHTPACTHBIX BEIIECTB NAaIMEHTaM HEOOXO0IMMO
KOMIIEHCUPOBATh IOTEPIO JKUJKOCTH.

Tpuyukiuyeckue aHmuoenpeccanmol, HelupoienmuKy

[IpemapaTbl 3THX KJIaCCOB YCHUJIMBAIOT AHTUTHUIIEPTEH3UBHOE JEHCTBUME UWHAANAMUIA U
YBEJIMYUBAIOT PUCK Pa3BUTHS OPTOCTATHUECKON TUIIOTEH3UH (I AUTUBHBIN 3D PeKT).

Kanvyuii (conu)

HpI/I OOHOBPCMCHHOM IIPHUMCHCHUHW BO3MOXHO PpPa3BUTHC THICPKAIBOUEMHUU BCICACTBUC
CHMXXCHUS BBIBCACHHNA MOHOB KaJIbIUs ITIOYKaMU.

Luxnocnopun, maxponumyc

Bo3MoxHO yBenmuueHHE KOHIEHTpAlMHM KpeaTMHWHA B IJ1a3Me€ KpOBH 0e3 H3MEHEHUS
KOHIEHTPALUU HUPKYTUPYIOLIETO IUKIOCIIOPUHA, JaXKe MPU OTCYTCTBUU MOTEPU BOABI U MOHOB
HaTpUAL.

Kopmurxocmepouonvie npenapamwl, mempaxo3zakmuo (cucmemHoe npumeneHue)

CHI/DKGHI/IG aHTI/IFI/IHepTeH3I/IBHOFO HeﬁCTBHﬂ (3aﬂep>1<1<a BOABI U MOHOB HanI/Iﬂ B pe?;y.]II)TaTe
JIEUCTBUSI KOPTUKOCTEPOUIOB).

4.6. PepTHIBLHOCTD, 0EPEeMEHHOCTD M JIAKTALUSA

bepemeHHOCTD

B HacTosimuii MOMEHT HET JOCTATOYHOIO KOJMYECTBA JaHHBIX O MPUMEHEHWH HMHIANaMHa BO
BpeMsi OepemeHHocTH (omucaHo MmeHee 300 ciydaeB). JlnuTenbHOE NMPUMEHEHHE THA3UIHBIX
JMYPETUKOB B TPEThEM TPUMECTPE OEPEMEHHOCTH MOXKET BBI3bIBATh T'MIIOBOJIEMUIO Y MaTepH U
CHIDKEHHE MAaTOYHO-IIJIAIIEHTapHOTO0 KPOBOTOKA, UTO MPUBOAMT K (PETOIUIAlEHTAPHON MIIEMUU U
3a/Iep’KKE pa3BUTHS IJIOJA.

HccnenoBanus Ha )KMBOTHBIX HE BBIIBUJIM MPSIMOTO WIM HEMPSIMOTO TOKCHUECKOTO BO3IEHCTBUS
Ha PENpOayKTUBHYIO (PYHKIIMIO.

B kagecTtBe Mepbl MPeaOCTOPOKHOCTH PEKOMEHIYyeTcsl U30eraTh NMpUMEHEHHs] WHAANaMuIa BO
BpeMsi OEpEMEHHOCTH.

JlakTanus

JlaHHBIX O MPOHUKHOBEHHH WHIANAMHJIa WA €ro MeTa0OJMTOB B TPYJHOE MOJIOKO Y UeJIoBeKa
HEJOCTAaTOYHO. Y HOBOPOXKACHHOTO MPH 3TOM MOXKET Pa3BUTHCSI MOBBIIIEHHAS YyBCTBUTEIHLHOCTh
K TMPOU3BOJIHBIM cylnbpoHaMUIa U THUNOKAIWEeMHUs. B cBi3M ¢ ITHUM, pPHCK s
HOBOPOXJACHHOTO/MJIaICHIIA HE MOXKET OBITh UCKJTFOYCH.

HH}IaHaMI/IJI 6J'II/130K K THA3UIHBIM )II/IypeTI/IKaM, aneM KOTOpBIX BBI3GIBACT YMeHI)HIeHI/Ie
KOJIMYECTBA TPYTHOTO MOJIOKA MJIH JIaXKe ITOaBJICHUE JIAKTAIIHH.

[TpuMeHeHre UHAAMaMH/IA B TIEPUOJT TPYIHOTO BCKAPMIIMBAHHS HE PEKOMEHTyETCH.
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PepTiIRHOCT) (MOCNEAQBATENBHOCTE 0002)

HccnenoBanust penpoJyKTUBHOM TOKCHYHOCTH MOKA3aJId OTCYTCTBUE BIUSHUS Ha (ePTHIIBHOCTh
CaMOK M CaMIIOB KpbIC. [IpearnonoxurensHo, BIUsSHIE Ha PePTHILHOCTD Y YEIOBEKa OTCYTCTBYET.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPeACTBaMHM M padorarh ¢
MeXaHUu3MaMH

Wupganamu He BIUSET Ha HApylIEHUE BHUMAHUS, HO B HEKOTOPBIX CIy4asX MOTYT BO3HHUKATh
HEe)KellaTeJIbHbIE PEaKIMH, CBS3aHHBIE CO CHUKEHHEM apTEepHAIbHOTO IaBJICHHS, OCOOEHHO B
Hayaje Tepanuu Wi npu 100aBIeHUH K IMPOBOAMMOMN Tepamnuu APYTUX aHTHUTUIIEPTEH3UBHBIX
JICKapCTBEHHBIX IpenaparoB. B pe3ynpraTe CHOCOOHOCTH YNPaBIATh TPAHCIOPTHBIMU

cpeAcTBaMu M paboTaTh C MEXaHU3MaMHU MOXKET ObITh HapyIIeHA.
4.8. HexenarejbHbIe peakuuu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Haubonee 4JacThiMU HEXKeEIATEIIHLHBIMH pCakuusaMHn, O KOTOPBIX c006111an001,, ObLIN pCaKknumn

MMOBBIIICHHOM YYBCTBUTCIIbBHOCTH, B OCHOBHOM JC€pPMATOJIOTMYCCKUEC, Yy TITalJUCHTOB C
NpeaApPacCoJIOKCHHOCTBIO K aJUICPTHYCCKUM U ACTMATUYCCKUM PCAKIHAM, a TAKIKEC MaKyJio-

MairyJjce3Has ChlIllb.

TabanuHoe pE3IOME HEXKENATCIbLHBIX PeaKIUH

YacToTa HexKellaTeIILHBIX peaKHI/II\/JI, KOTOPELIC OBLIH OTMEYEHBI BO BpEMsA TCpaIlMu MHAAIIaMHUI0M
MpHUBEJICHA B BHJIE CICAYIONICH Tpamamuu: odeHb dacto (>1/10), gacro (>1/100, HO <1/10),
Hevacto (>1/1000, no <1/100), peaxo (=1/10000, no <1/1000), ouens peaxo (<1/10000), vactora

HCHU3BCCTHA (Ha OCHOBAaHMHU UMCIOUXCA JaHHBIX OICHUTb YaCTOTY HGBOSMO}KHO).

CHCcTeMHO-OpraHHbI|
kjaacc MedDRA

YacToTa

HesxenaTenbHble peakuuu

Hapymenus co croponsl
KpOBH U JTMM(paTnIecKon

OueHsb penko

ArpaHyJIoLHTO3

Ouens penko

ArtacTridyeckas aHEMUS

Ouens penko

T'emonurnueckass anHeMus

CHCTEMEI Ouenb peko JletikomeHus
Ouens penko TpomOoruTONIEHUS
OueHsb penko lNunepkanbuuemust

YacTto I'mmoxammemus (cMm. paszaen 4.4)
Hapymenus merabonu3ma

Penxo I'mmomaraneMus
Y TTUTaHUS

Penxo TI'unoxsopemust

Heuacto lNumonarpuemus (cM. paznen 4.4)

Penxo Beprturo

Penko [loBeIIEHHAST yTOMIISIEMOCTD
Hapyulei}msl CO CTOPOHBI Penko TosnoBHas 6016
HEPBHOH CHCTEMBI

Penko [Tapecresus

YacToTa HEU3BECTHA Obmopok

HacToTa HEU3BECTHA Muorms

Hapymienust co cTopoHsl
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OopraHa 3pCHHUA

YacToTa HEeU3BECTHA

Hore RRGIRROBATENTSHT

YacToTa HEU3BECTHA

Hapymenue 3penns

YacToTa HEU3BECTHA

Ocrtpast 3aKpBITOYTOIbHAS TTIayKOMa

YacToTa HEeHU3BECTHA

XopHUOWJaIbHbIN BBIIIOT

Hapymienus co cTopoHbI
cepaua

OueHb penko

Aputmus

YactoTa HEU3BECTHA

IMonmumopdHast xKeTy10uKoBasi TaXUKapIUs
TUMA «IUPYIT» (MOTEHIMATBHO C JIETATbHBIM
nucxojioM) (cM. pasnensl 4.4 u 4.5)

Hapyuienus co cTopoHbl
COCY/IOB

OueHs penko

ApTepuanbHas THIIOTCH3HS

Kenynouno-kurieyHsie
HapyIICHHs

Heuacto PBota

Penxo TomHoTa
Penko 3anop

Penko CyxocTb BO pTy

OueHsb penko

ITankpeatur

Hapyuienus co cTopoHbl
IICYCHHU u
JKEITIEBBIBOSIINX

myTei

Ouens penko

Hapymenne ¢pyHkiun nedeHun

YacToTa HEU3BECTHA

Bo3MOXkHO pa3BUTHE IEYEHOUHOU
SHIIeAIIONATHH B CITydae TIeYeHOYHON
HEJ0CTaTOYHOCTH (cM. paznensl 4.3 u 4.4)

YacToTa HEU3BECTHA

T'ematut

Hapymuienus co cTopoHbl
KOKHU U MMOAKOKHBIX
TKaHeN

Yacto Peakuuy noBeIIEHHON YyBCTBUTENBHOCTH
Yacto MakyJsonamnyse3Has Chlllb
Hewacto [Typmypa

Ouens penko

AHTHOHEBPOTHYECKHUN OTEK

OueHb penko

Kpanusauna

Ouens penko

TokcHu4ecKuil AMUAEpManbHbIA HEKPOIIU3

OueHsb penko

Cungpom CtuBeHca-/[0HCOHA

YacToTa HEU3BeCTHA

Bo3MmoxHO 000oCcTpeHHe yKke UMeroIeics
OCTPOI CUCTEMHON KPaCHOM BOJYaHKU

YacToTa HEeU3BECTHA

Peakuun ¢(oTtouyBcTBUTENBHOCTH (CM. paznel
4.4)

Hapyienust co ctopoHsl
MOYEK U MOUYEBBIBOISIIIINX
nmyTen

OueHsb penko

Iloueunas HEAOCTATOYHOCTD

Hapyienust co ctopoHsl
MBIIIIEYHOHN, CKEIIETHOU 1
COCIMHUTENLHON TKaHU

YacToTa HEU3BECTHA

Crasm MBIIIII]

YacToTa HEU3BECTHA

Meimeunas ¢iiadocTb

YacroTa HEeU3BECTHA

Mpuanrus

YacToTa HEU3BECTHA

Pabaomuonms

Hapyienust co ctopoHsl
PENPOAYKTUBHOM CHCTEMBI
u

MOJIOYHBIX JKEJIE3

Heuacto

OpeKTuibHas TUCOYHKIHS
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pasnensl 4.4 u 4.5)

YacroTa HeM3BeCTHA [ToBbIlIICHUE KOHIICHTPAIIMH TJIFOKO3HI B
JlaGopaTopHbie u

HHCTPYMCHTAJIbHBIC
JaHHBIC

KkpoBH (cM. pazaen 4.4)

YacToTa HEM3BECTHA IToBhlillIeHNE KOHIIEHTPALIMA MOYEBOM
KHCIIOTHI B KpOBH (CM. pazzen 4.4)

YacToTa HEeM3BECTHA IIoBbIIICHHE aKTUBHOCTH «IICUCHOYHBIX)

(hepMeHTOB

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKI_[I/If/'I

B pamxkax nccnenosanwuii 11 u 111 da3el, cpaBHEBarOMX HHIANAMUA B 103UPOBKe 1,5 Mr u 2,5 mr,
BBISIBJICHO /10303aBUCUMOE BIMSIHUE WHJIallaMU/1a HA YPOBEHb KaJIHs B IJ1a3Me KPOBU:

— Muapgamamun 1,5 Mr: KOHIIGHTpANMsI KAIHS B TUIa3Me KpOBU MeHee 3,4 MMOJIb/1 HaOIroganacey y
10% manueHToB, M KOHLEHTPALU Kalus B IJIa3Me KpOoBU MeHee 3,2 MMOoJIb/11 Habmtonanace y 4 %
ManueHToB 4uepe3 4—6 Hexenb mocie Hayana tepanuu. [locme 12 Henmenb Tepamuu cpenHee
CHI)KEHHE KOHIEHTPAIIMU Kalusl B I1a3Me KpoBH cocTaBiisiio 0,23 MMOIIb/II.

— Mupgamamun 2,5 Mr: KOHLIGHTpAIMs Kanus B TIa3Me KpoBU MeHee 3,4 MMoJb/1 HaOIroganacey y
25 % manueHToB, U KOHIICHTPAIUS Kalus B TUIa3Me KPOBU MeHee 3,2 MMOJIB/JI Ha0JIr01anach y
10 % mnanuenToB uepe3 4—6 Henenp nocie Havdaia Tepanuu. [locne 12 Henenbs Tepanuu cpenHee
CHIDKEHHE KOHIICHTPALUH Kallusl B 11a3Me KpoBu coctanisiio 0,41 MMomb/i.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TOA03pEBACMBIX HEXKENATeNBHBIX PEAKIHAX IIOCIE PEeTUCTPAIHH
JIEKapCTBEHHOTO Ipernapara ¢ IelIbl0 00ecredeHnsl HeIPepbIBHOTO MOHUTOPUHIa COOTHOILICHHS
«T0JIb3a—PUCK» JICKApCTBEHHOTrO Tpenapata. MenunuMHCKUM paOOTHUKAM pPEKOMEHIYyeTCs
cooluaTe O JIIOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIUsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIBHBIE CHCTEMBbI COOOIIEHUS O HEeXeJaTelIbHBIX PEAKIUAX ToCylapCTB—UJICHOB
EBpazniickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanus

®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (Poc3npaBuanzop)

Anpec: 109012, r. MockBa, CraBstHCKas II0IIaib, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rnoyta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHET»:!
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CuMITOMBI

WNupanamun gaxke B O4eHb BBICOKUX J03ax (10 40 mr, T.e. B 27 pa3 Gojblle TepaneBTHYECKON
J103bl) HE OKa3bIBAET TOKCUUECKOTO IEHCTBUS.

[Tpu3Haku OCTPOro OTpaBIEHUS HWHAANAMUIOM B IIEPBYIO OUYEPENb CBA3aHBl C HAPYLIIEHUEM
BOJHO-DJIEKTPOJIUTHOIO  OaylaHca (TUIOHATPUEMHs, TunokanueMus). M3  KIMHHUYECKHUX
CUMITOMOB MEPEN03UPOBKM MOTYT OTMEYaThbCAd TOIIHOTA, PBOTA, CHIKEHUE apTEepPHaAIbHOTO
JIaBJICHUS, CyJOPOTH, BEPTUTO, COHJIMBOCTb, CIIyTAHHOCTb CO3HAHUS, TOJUYPHSI U OJIUTYpUS C
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iplnin B A
BO3MOJXHEIM IIEPEXOJOM B aHYPHIO (BCJIeL[CTBI/IE FHHOBOHQMI/H/J.E"]"- BA

Jleuenue

Mepsl HEOTJIOKHOM IOMOIIM CBOJATCSA K BBIBEJACHUIO IIpenapara U3 OpraHus3Ma: IpOMBIBaHUE
JKeNyIKa W/WIM Ha3HaYCHHE aKTUBUPOBAHHOTO YIJIS C MOCIEAYIOIIUM BOCCTaHOBIICHHEM BOIHO-
3JIEKTPOJIUTHOrO OajiaHCca B CHEIUAIN3UPOBAHHOM OT/IEIEHHH.

5. DPAPMAKOJIOTHTYECKUE CBOMCTBA
5.1. ®apmakoauHaMHUYeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKas TPyIIa: THypeTUKN; THA3U0NOA00HbIe AUYPETUKH; CYIIb(POHAMUIBL.
Koxg ATX: CO3BA11

Mexanusm geiicTBus

WupanamMul OTHOCHTCS K TPOM3BOAHBIM Cylb(oHaMHIAa C WHAONBHBIM KOJBIOM H TIO
(apMaKoIOTHIECKUM CBOWCTBAM OJHM30K K THA3HIHBIM JWYPETHKAM, KOTOPbIE HHTHOUPYIOT
peabcopOIIMi0 MOHOB HATpHUsi B KOPTHKAIBHOM CerMeHTe merinu Hedpona. [Ipum sToMm
YBEJIMYMBACTCS BBIJICIICHUE IIOYKaMH HOHOB HaTPHs, XJIOpa U, B MEHbBIIICH CTEIICHN, NOHOB KaJIHs
Y MarHus, 9YTO COIPOBOXK/IACTCS YBEIMUCHHEM JTNYPe3a M TUIIOTEH3UBHBIM 3P (PEKTOM.

dapmakogngamuyeckue 3P HeKTol

B ximnnueckux wuccnenoanusx Il m Il ¢a3 mpu npumeHeHHM HHAANMaMuaa B PEXAME
MOHOTEpAnuu ObUT MPOJEMOHCTPUPOBAH THIIOTEH3UBHBIN YPPEKT, COXPAHSIIONUINICS B TEUCHUE
24 yacoB. JTO 0TMEYaJI0Ch Ha (POHE 703, OKa3bIBAIOIIMX caboe JUypeTHIecKoe JeiicTBrE.
AHTUTUIIEPTEH3UBHAsL aKTUBHOCTh MHAANAMU/IA CBSI3aHA C YJIYYIIEHUEM 3JIaCTUUYECKUX CBOWCTB
KPYIHBIX apTepuil, yMEHbIIEHHEM apTEPHONISIPHOTO U 0O0IIero nepudepuyeckoro CocyaucToro
COINPOTHBIICHUS.

WupanamMui yMEeHbIIAET TUIEPTPOPHUIO JIEBOTO HKETYTOUKA.

TuaszuaHsle W THA3UJONOAOOHBIE JUYPETUKH IPU ONPEAENIEHHOM 103€ JOCTUTaroT IJIaTo
TepaneBTUYeCKOro 3¢¢ekra, B TO BpeMs KaK 4YacToTa MOOOYHBIX 3(P(EKTOB MPOJOJIKAET
YBEJIMYUBATHCS TpU JallbHEWIIEM TMOBBIIIEHWU J03bl mpenapara. llostomy He cueayer
YBEJIMYUBATh 703y Ipernapara, €cilud IpH MpUeMe PEKOMEHJIOBAaHHOW J103bl HE JIOCTUTHYT
TepaneBTHUECKUH 3 (DeKT.

B KOpoTKHX, cCpeHeN JUIMTEIbHOCTH U IOJITOCPOYHBIX UCCIIEJOBAHUSX C Y4aCTHEM MALMEHTOB C
apTepuanbHOI runepTeH3uelt ObUI0 MOKa3aHo, YTO WHAAAMHU/L:

— He BJIMSAET Ha IOKAa3aTeNld JIMIUAHOIO OOMEHa, B TOM 4YHCJE Ha YPOBEHb TPHUIJIHIIEPHJIOB,
XOJIECTEpUHA, JIMIIONPOTENHOB HU3KOM MIIOTHOCTH U JIMIIONPOTENHOB BBICOKOM MIIOTHOCTH;

— HE BIIUSET Ha II0Ka3aTelu OOMEHa yIIeBOo0B, B TOM UHUCIIE Y NAIIMEHTOB C CaXapHbIM JUa0eTOM.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

B Tabnetkax Mumamamuyn pertaps OeicTByIOIee BEMIECTBO HAXOAMUTCS B CIICIUAIBHOM MAaTPHUKCE-
HOCHUTENIe, OOECIEUHMBAIONIEM MPOJIOHTMPOBAHHOE BBICBOOOKECHUE WHJAMAMUA B IKEIyJA0YHO-
KHUIIIEYHOM TPAKTE.

AOGcopbuus
BbICBOGOI[PIBLHPIﬁCSI HHOarmaMungq 6I>ICTpO U IIOJIHOCTBKO BCACBLIBACTCA B )KCJIYI[O‘IHO-KI/IH_ICLIHOM

12



COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 04.12.2024 N2 26832
023

TpakTe. [Ipyem muim He3HAYUTENbHO YBEIHUMBAET Bpéﬂ;‘;'ééagﬁi'ﬁ; “ﬂT’f:IQl'B 'Flrij[-ll_'lfiﬂ;l 9T6M Ha

MOJTHOTY abcopOIuu.

MakcumainbHasi KOHIIGHTpAIMs B IJla3Me KPOBH JIOCTUTAeTCs depe3 12 4acoB mocie mpuema
BHYTPb OJTHOKpaTHOM 103bl. [Ipy MOBTOPHBIX IpremMax KojeOaHus KOHUEHTpALUH Mpernapara B
1a3Me KPOBU B IPOMEXYTOK MEXKTy TPHEMaMHU Mperapara CriaKuBarTCs.

CyliiecTByeT HHAUBUAyaIbHAsE BapruaOeIbHOCTD MIOKa3aTe el BCAaChIBaHUsI MpenapaTa.

Pacopenenenue

Oxono 79 % mnpemnapara cBsi3bIBaeTcsl ¢ Oelkamu Iuia3mMbl KpoBu. Ilepuos monyBbIBeIEHUS
coctaBisieT 14-24 gaca (B cpeanem 18 u).

PaBHOBECHAs KOHUEHTpALIMSA JOCTUTAETCS Yyepe3 7 THEW nmpuema Ipernapara.

[Tpu moBTOPHOM MpHEME Mpenapara He HAOII0IAeTCs er0 KyMYJISIIHH.

EI/IOTDaHCd)ODMaIII/Iﬂ U DJIMMUHAILINA

WMHpanaMul BBIBOJAMTCS B BHJIC HCAKTHBHBIX METaOOJIMTOB, B OCHOBHOM moukamu (70 % ot
BBEJICHHOM J103b1) U uepe3 KuieuyHuk (22 %).

Oco0nIe I'pYIHIIBI NAIIMCHTOB

Y nmanueHToB C MOYECYHOM HEJOCTAaTOYHOCTBIO CbapMaKOKI/IHeTI/IKa JICKApCTBCHHOI'O IIpfIiapara
Mupanamung peTrapa HC U3MCHACTCA.

6. PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTe/ibHbIX BelIECTB

TUIPOMEII03a (THAPOKCUIIPONMIIMETHIILEIUII0N03a);
KPEMHHUS JUOKCHU/I KOJIOUIHBIH,

KOJTI0OH SR, B TOM wymcine: MOJIMBUHWIALIETAT, MOBUJIOH, HATpHs JaypHiICyiab(ar, KpeMHHUsS
JMOKCHUJ KOJJTOUTHBIH;

KOTIOBHUJIOH;

JAKTO3bI MOHOTHJIPAT;

MarHus creapar,

EJUTF0JI03a MUKPOKPUCTAIUTNYECKAS.

Cocmas nnenounoti 060104Ku:

MOJTMBUHUIIOBEIA CIIUIPT;

MakporoJi (MOIU3TUICHIIHKOIB 3350);

TaJIbK;

TUTaHA JUOKCH/I.

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuTh 1Ipu Temmeparype He Boime 25 °C BO BTOPUYHON yITaKOBKe (ITayke KapTOHHOM ).
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

I[To 10, 20 wmm 30 TabmeTok B KOHTYPHYIO SIYCHKOBYIO YHNAKOBKY W3  IUICHKHU
NOJMBUHUIIXJIOPUIHON M (DOJIBIH aTFOMHUHHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

[To 30 TabneTok B GaHKY MOJIMMEPHYIO /IS JISKAPCTBEHHBIX CPECTB U3 MOJMATUIICHA C KPBIIIKON
U3 MOJINITUIICHA.

ITo 1, 2, 3, 6 KOHTYpHBIX SYEHKOBBIX ymakoBOK mo 10 Ttabmerok wim 1o 1, 2, 3, 4 KOHTYpHBIX
STYEHKOBBIX yImakoBKH 1o 20 niau 30 TabiieTok, uiu o 1 6aHKe MOJIMMEPHOM I JIEKapCTBEHHBIX
CPEICTB MOMEUIAIOT BMECTE C MHCTPYKLKEH O MIPUMEHEHUIO B MTAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WJIM OTXO0A0B, IOJYYEHHBIX TOCJe NpPUMEHEeHHus
JIEKAPCTBEHHOTI'0 NMPenapara, u Apyrue MAaHUILYJISIIUN ¢ IPenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

3A0 «Kanondapma mpogaKirs»

141100, MockoBckast 0611., r.0. lI{énxoBo, r. LlénkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

Anpec aieKTpoHHOU TouThI: safety@canonpharma.ru

7.1. lIpeacTraBuTe/Ib AepKATeNs] PeTHCTPALMOHHOTO Y10CTOBEPEeHHS

[Iperen3un norpeduTeed HAOPABIATE 110 aIPeECY:

Poccniickas @enepanus

3A0 «KaHoHpapma MpoAaKIIH»

141100, MockoBckast 0611., r.0. lI{énakoBo, r. llénkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

Anpec anekTpoHHOU ouThl: safety@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHUCTPAIIVH,
HEPEPEI'NCTPALIMN)

JlaTa nmepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mass xapakTepHuCTHKa JIEKapCTBEHHOro Tipemapata WHpamamua peTtap] [IOCTyIHA Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-
KOMMYHUKaIMoHHOU cetn «MHTepHET» https://eec.eaeunion.org/.
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