COOTEBETCTEYET 3KI( OMY OTUETY
ot 10.10.2024 N= 22062

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kanpuusa ¢onunar, 25 mr, nnoguausaT uis OPUTOTOBICHUS PACTBOpa Uil BHYTPUBEHHOTO U
BHYTPHUMBILLIEYHOTO BBEJICHUS.

Kanpius donunar, 50 mr, auodunuzar aias OpUrOTOBJICHUS pacTBOpa JJs BHYTPUBEHHOTO U

BHYTPUMBIIICYHOI'O BBECACHU.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByromee BeecTBO: KaIbLus (OTHHAT.

Kanpimsa d)OJ'II/IHaT, 25 wmr, J'II/IO(bI/IJ'II/ISaT JJIA IIPUTOTOBJCHHKA pPAaCTBOpA AJId BHYTPHMBCHHOI'O M

BHYTPHUMBIINIICYHOI'O BBCACHUA

Kaxnprit ¢pnakon nuodunusara COASpKUT Kalblus (PoIuHATa TUIPAT, SKBUBAJICHTHBIN 25 MT
(hOJIMHUEBOI KUCTIOTHI.

BcrnomoratenbHble BelIecTBa, HAJIMYKWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpernapara: MeTuinaparuapokcudensoar (cm. pazzaen 4.4).

KaJII)III/IFI d)OJII/IHaT, 50 MT, JII/IOd)I/IJII/I3aT JJIA ITPUTOTOBJICHUA PACTBOpA AJA BHYTPHBCHHOI'O H

BHYTPUMBIIIEYHOI'O BBEJICHUS

Kaxnpiii ¢rakoH nuodunmsara COAepKUT Kaimblust (oTUHATA TUAPAT, SKBUBAICHTHBIA 50 Mr
(bONTMHUEBOI KUCIOTHI.

BcrnomoratenbHble BelecTBa, HaJIMYWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpenapara: MeTHIINaparuapokcudensoar (cM. pazaen 4.4).

[TonHbBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

.HI/IO(l)I/IJ'II/ISaT I IPUT'OTOBJICHUS pacTBOpa IJIA BHYTPUBCHHOT'O U BHYTPUMBIIIICYHOTO BBECACHUA.
HI/IO(l)I/IJ'II/ISI/IpOBaHHaSI nopucTasg Macca OT CBCTJIO-KCIITOrO A0 KEJITOro0 IBCTa HCOHHOpOHHOﬁ

OKPaCKH.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K NPUMEHEHHUIO

e [IpodunakTuka TOKCHYECKOTO IEHCTBUS METOTPEKCaTa, IPUMEHIEMOI0 B BHICOKHX J103aX;

e lHTOKCHKallMsg aHTaroHUCTaMu (OJIUEBOM KHUCIOTHI (METOTPEKCATOM, TPUMETOIPUMOM,

MUPUMETAMUHOM);
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e MeranobnacTHas aHeMus, BbI3BaHHas AePuIuTOM (ONTMEBON KHCIOTHI (B T.4. Ha (hoHE
CHHIIpOMa MayibaOCOpOIMHU, HEIOCTATOYHOCTH IMUTAHHS, OCPEMEHHOCTH, CIpPY, B PaHHEM

JIETCKOM BO3pacTe MPHU BPOXKACHHON HETOCTATOUHOCTH TUTHIPO(OIaTPeyKTa3hl).

4.2. Pe:xkuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

IIpogpunaxmuka moxkcuuecko2o 0eucmeuss MemompeKcama, npUMeHsIemMo20 8 bICOKUX 003aX
CxeMmbl JieueHus Kaiblus (POJTMHATOM 3aBUCST OT CXEM TEPAIllMU CPEIHUMH U BBICOKMMU J03aMHU
METOTpeKcaTa, I03TOMY 3a HeoOXoauMmoM HH(opManueil uenecooOpa3Ho 0OpaTUThCS K
COOTBETCTBYIOILIEMY IIPOTOKOJY JIECUEHUS] METOTPEKCATOM.

[TpuBeneHHbIE HUXKE PEKOMEHJAIIMN MOTYT CILYKUTh OPUEHTUPOM ISl OIPEAEIICHUS 103 U CXEMBbI
3alIMTHOTO NPUMEHEHUs KaybLus (QoiMHATa y B3pOCIbIX, HOXKHIBIX U aereil. Ilpodunakruka
TOKCHYECKOrO JIeHCTBUS METOTpeKcaTa, IPHUMEHSEMOIro B BBICOKHMX J103aX, OCYLIECTBISETCS
IyT€M IapEHTEPAIbHOIO BBEJIEHHUS Yy NAIMEHTOB C CHHIPOMOM MajlbaOCOpOLMU WU APYrou
[ATOJIOTUEN NUIIEBAPUTEIIBHOIO TpPaKTa, KOrJa BCAChIBAHME B KHIIEUYHUKE MOXKET ObITh
3arpynHeHo. Jo3bl 25-50 Mr cienyer BBOAWUTH MapeHTEPaIbHO M3-3a HachlllaeMol abcopOuuu
KaiblMs (HOJIMHATA B KUILICYHUKE.

Jlo3a ¥ IMTENbHOCTh MPUMEHEHHUS Kalblus (OJIMHATA, MPEX/Ie BCEro, 3aBUCAT OT TUIIA U J103
TEpanuy METOTPEKCAaTOM, BO3HHMKHOBEHHS TPU3HAKOB TOKCHYHOCTH W WHAMBHIYaTbHBIX
0ocoOeHHOCTEeN AKcKpeuuu MeroTpekcara. Kak mnpaBuio, mepBas 1o3a Kaublus (oJiMHATa
cocrapyser 15 mr (612 mMr/m?), BBoauMEIe uepe3 12—24 gaca (He mo3aHee 24 4acoB) Tocyie Hayana
UHY3UH METOTpeKcaTa. DTy K€ 7103y Ha3HayaroT KaxJple 6 4acoB Ha MPOTSHKEHUH 72 4acoB.
[Tocne mapeHTepabHOTrO BBEACHUS HECKOJIBKUX /103 ITpenapaTa MO>KHO 3aMEHUTh IPUMEHEHHUE Ha
nepopaibHyio Gopmy.

Taxke HEOThEMJIEMBIM JIONIOJIHEHUEM K NMPUMEHEHUIO Kaiblus (oJUHATa MPH NPOPHIAKTHKE
TOKCUYECKOTO JEHCTBUS METOTpEKcaTa, IPUMEHSEMOr0 B BBICOKMX J103aX, SBISIOTCA
MEPONPUSITHS, CIIOCOOCTBYIOIIME YCKOPEHHIO JKCKpEeIMH MeToTpekcata (obecrneueHue
aJIeKBaTHOCTU MOYEBBIJICIUTEIbHON (PYHKIIMHU U 3aliesladyiBaHie Moun). yHKIMS TOYEK T0JKHA
€XKEHEBHO KOHTPOJIMPOBATHCSI H3MEPEHNUEM KOHIIEHTPAIMK KPEaTHHUHA CHIBOPOTKH KPOBH.
PexoMeHyeTcss U3MEPUTh KOHLEHTPALMIO METOTPEKCaTa B CHIBOPOTKE KpOBH uepe3 48 vacos
nocie Havana uHGY3uH. Ecnu ocrarouHas KOHILIEHTpalMs METOTpeKcaTa COCTaBiseT Ooliee
0,5 MKMOJIB/JI, TO PEXKUM J103UPOBAHMSI KaJIbLIKs (DOJIMHATA JOJKEH ObITh a1aliTUPOBAH COTJIACHO

cienyromiei Tabmauie:
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oeticmeus memompexkcama, NPUMEHAEMO20 6 6blICOKUX ()03(1)6, 8 3A8UCUMOCINU_OM_OCHAMOYHOU

€20 KOHUuermpauuu

OcrarouyHast KOHIEHTpalMs MeTOTpekcara B | JlOMONHUTENbHBIC 03Bl KalbIus (oTUHATA,
KpOBH cItycTs 48 yacoB I10CJI€ Hauajla BBEJICHUS | Ha3HayaeMble Kaxable 6 yacoB B TeueHHE 48
MeTOoTpeKcaTa YacoB MJM JI0 CHW)KEHHUS KOHLEHTpaluu

MeroTpekcata Huxe 0,05 MKMOJIB/JT

> (0,5 MKMOJIB/TI 15 mr/m?
> 1,0 MKMOJIB/TT 100 mr/m®
> 2,0 MKMOJIB/TT 200 mMr/m®

Llumomoxcuueckas mepanus 6 KOMOUHAYULU ¢ pmopypayuiom

[TpuMeHSIOT pa3iIuyHbIe 103l U CXEMbI IIPUMEHEHUS Tpernapara.

[IpuBecHHBIC HIKE PEKOMEH/IAIUU MOTYT CIYXKHTh OPHEHTHUPOM JIJISl OTIPEICIICHHUS 103 U CXEMBbI
3alIUTHOTO MMPUMEHEHHS KaIbIUs GoIrHaTa ¢ (GTOPYPALUIOM Y B3POCIBIX U MOKMIBIX. JJaHHBIX
0 MPUMEHEHHUIO KOMOWHAIUH Kanblus (PoTrHATA ¢ PTOPYPAIIIIOM Yy ACTCH HE UMEETCS.

Jo3b1 cBbiie 50 Mr ciexyeT BBOAWUTH HapeHTepalibHO. [IpuMeHeHHne 0osiee BBICOKMX 103 HE
NPUBOJUT K 00Jiee BHICOKUM KOHIICHTPAIMSIM B KPOBU HM3-3a HACBIIIAEMOW aOCOPOIMH KabIIUs
dbonunara.

Jleyxmecsumbiii pesicum: BHYTPUBEHHAS HHQY3Hs Kanbius (omuHaTa B 103¢ 200 Mr/M? B TeUeHHE JIBYX

YacoB, ¢ MOCNETYIOMMM GOMoCHbIM BBefeHHeM 400 Mr/m? dropypammia u 22-4acoBoii uHy3ueit
dropyparmna (600 Mr/mM?) B TedeH#e 2-X TOCTIEI0BATETbHBIX THEH KaxKIble 2 HEIeI.

Mecsaunviii_pexcum: xanpims (omuHaT B go3e 20 MI/M? BBOJAT BHYTPHBEHHO OOJNIOCHO HIIH

200-500 Mr/m? MH(Y3HOHHO B TeUeHHE 2 9acoB Cpa3y XKe Mocie BHYTPHBEHHOTO OONFOCHOTO BBEICHHS
425 mr/m? um 370 Mr/m? hTopypariia Ha IPOTSKEHHH S5 MOCTeI0BATETbHBIX IHEH.

Heoenvhouii pescum: xanpiust domuHat B g03e 20 MI/M? BBOISIT BHYTPUBEHHO OOJIOCHO WU

200-500 Mr/m? MH(Y3HOHHO B TeYeHHE 2-X YacoB, 3aTeM OOJTIOCHOE BBEICHHE (ropyparria S00 Mr/v?
B CEpe/IMHE WM KOHIIE MH(Y3UH KaJIbIMs (oJIMHATA.

[Tpu npuMeHeHnN KOMOMHALMHU ¢ (TOPYPALUIOM MOXKET MOTPeOOBATHCS MOAU(DUKAIIUS CXEMbI
JIeYSHHsI ITyTEM YepeOBaHUs MEPUOIOB TEPANUU ¢ MHTEepBajlaMH Oe3 jeueHus. B 3aBucumocTu
OT COCTOSIHUS TMAaIMEHTa, KIMHUYECKOrO0 OTBETa U MPOSBIEHUN TOKCHUYHOCTU TEPANUU MOKET
noTpedboBaTbCs KOppeKuus 036l  ¢GTopypammia (CM. HHCTPYKLUHIO 10 TMPUMEHEHHIO
¢dTopypanmia). Yuciao MOBTOPHBIX LIUKIIOB ONPEENIAETCs JICUaIlluM BPauyoM.

Tepanus 10o/mKHA OBITH MPEKpAleHa IPU KOJIMYECTBE JEUKOIUTOB U TPOMOOLIUTOB KPOBU MEHEE
3,5 teic./MM° 1 100,0 Thic./MM3, cootBeTcTBeHHO. TaKKe Tepamuio HEOOXOIMMO TIPEKPATUTE TIPH
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JIEHb ), SKC(HOTMATUBHOTO IEPMATHTA.
Humokcuxayua anmazonucmamu @oauesoll Kuciomsl (Memompexcama, mpumMemonpuma,
nUpUMEMamuna)

Hepedowpoeka memompexcamom

Kanbiust ponuHaT BBOJUTCS B 103€ PABHOM MJIM MPEBBIMIAIOIICH J03y BBEICHHOTO METOTPEKCaTa
He no3aHee | yaca mocye BBEIEHHOM 103bI METOTPEKCaTa, Jalee mpenapar BBoAUTCs mo 10 mMr/m?
KaKIple 3 yaca O NCYE3HOBEHUS MPU3HAKOB TOKCUYHOCTH.

Toxcuunocms mpumemonpuma

[Tocne mpekparieHusi BBEACHHUS] TPUMETOIIPUMA, BBECTH Kalblius (ouHat B 103¢ 3—10 Mr/cyTku
J10 BOCCTAHOBJICHHUs I10KA3aTeIeH KIMHUYECKOIO aHaInu3a KPOBH.

Toxcuunocmo nupumemamurnda

B ciiyuae mpuMeHEHUsS BBICOKHMX 103 MUPHUMETAMHHA WJIA TPU TPOJODKUTEIEHOM MEPUOJIe
JICYCHUST HU3KUMHU J03aMH, OJHOBPEMCHHO CJICyeT BBOJUTH Kalbllus (onmHAT B J103€
5-50 Mr/cyTKH, B 3aBUCUMOCTH OT IOKa3aTeseil KIIMHUYECKOTO aHAIN3a KPOBH.
Tlpu mezcanobracmuoii anemuu, 8b136aHHOU deuyumom Goauesol Kuciomol, Kb QoauHaT
HA3HAYAIOT B J103€ /10 5 MI' (MAaKCUMYM 15 MI') B CyTKH.

eTn
bezonacHOCTh 1 3 (EKTUBHOCTH MPUMEHEHUS Tpenapara y JeTei 0 2 JIeT He YCTaHOBJICHA.
be3onacHocTh 1 3 PEKTUBHOCTD MPUMEHEHHUSI KOMOUHAIHMI Kablus (osmHaTa ¢ GTopypanuiom
y nereit B Bo3pacte oT 0 10 18 et He yCTaHOBIIEHBI.

Criocob nnpuMeHeHu s

BHYTpUBEHHO MM BHYTPHUMBIILIEYHO.

4.3. IlpoTuBONOKa3aHUS
e ['unepuyyBCTBUTEIBHOCTh K KalblMs (ONMHATY W/WUIM K JIIOOOMY M3 BCHOMOTaTEIbHBIX
BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1;

e Merano0iacTHas aHeMHusl, 00YCIIOBIICHHAs Te(PUIIMTOM HaHOKoOaaMuHa (BUTaMuHa B12).

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHH

C 0CTOPO’KHOCTBLIO

e  ANKOroau3m;
e  DIHIICIICHS,
e XpoHuueckas noueyHas HegoctaroyHocTh (XITH);

e Jlerckuii Bo3pact A0 2-X JIeT.
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Oco0nle yKazaHus

Kanbuus ¢onuHar cieayer BBOAUTh BHYTPUMBIIICYHO WM BHYTPUBEHHO (B BU/I€ MHBEKIINU WU
UH(Y3UN), HO HENIb3s1 BBOJUTH HHTPATEKAIBHO.

[Tpu mHTpaTekalbHOM BBEJEHUU (DOJIMHOBOM KHUCIOTHI MOCIE MHTPATEKAIbHONW NEpea03UpPOBKU
METOTPEKCATOM BO3MOXKEH JIETAJIbHBIM UCXOI.

JleueHre METOTPEKCATOM U KalbLUs (POITMHATOM, a TaKxKe (PTopyparmioM 1 Kaabus (GOJTUHATOM
JIOJDKEH TPOBOJHUTH KBATU(UIIMPOBAHHBIA BPay-OHKOJIOT MPH HAIWYHH HEOOXOAMMBIX CPEICTB
KOHTPOJIS.

[Tpumenenue kanblus (GosMHATa MOXKET MAacKHMpPOBATh KIMHUYECKYIO KapTHHY MEPHULMO3HON
WIH IPYTON pa3HOBHIHOCTH aHEMHH, BBI3BAHHOU JeuiuTomM BuTamMuHa Bio.

MHorre HMTOTOKCUYECKHE IIPEnaparhl BbI3bIBAIOT PAa3BUTHE MAKPOLIMTO32 (B YACTHOCTH, IIPSIMbIE
U HenpsMble MHIMOUTOPHI CUHTE3a J€30KCUPUOOHYKIEMHOBOM KHUCIOTHI - THAPOKCHKapOaMum,
uTapaOuH, MEpKalTOIypuH, THOryaHWH). CuMTaeTcs, YTO TAaKOH MaKpOLUTO3 He TpedyeT
neueHust HOIMHOBON KUCIOTOM.

Y manueHTOB C AOWICNCHEH, MONydaromux JedeHue (eHoOapOuTanom, MPUMUJOHOM,
(EeHUTOMHOM MM CYKLIUHMMUIAMU, HUMEETCS PUCK MOBBIIIEHUS YaCTOThl SMMICHTUYECKUX
IPUCTYIOB U3-3a CHM)KEHUS B IJIa3Me€ KPOBHM KOHLIEHTPALMH MPOTUBOAMIECITUYECKUX CPEACTB.
B naHHOM ciyyae peKOMEHAYyeTcsi KIMHUYECKUH MOHMUTOPUHI, KOHTPOJIb KOHLIEHTPALUU
[IPEnapaToB B IJIa3M€ KPOBU U, €CJIM HEOOXOJUMO, KOPPEKLHUS 03bl MPOTUBOAIMIECITUYECKIX
CpPEZCTB BO BpeMsl IPUMEHEHUS KaJbLUs (OJIMHATA U TIOCIe OKOHYAHUS Kypca Teparuu.
Kanvyusa gponunam/cpmopypayun

[Tpu KOMOMHUPOBAaHHOM IPUMEHEHUHU (PTOpYpaLnia U Kalblus (PoIrMHATa TOKCUYECKOE IEHCTBUE
¢dTopypanuia yCuIMBaeTCsl U pUCK Pa3BUTHUS TOKCHUUECKUX 3(pexToB Bo3pacTaeT. OcoOEHHO 3TO
KacaeTcs MalueHTOB MOXKUIIOr0 BO3pacTa U 0CIabsIeHHbIX MaleHToB. Yarle Bcero Habmoaa0TCs
J10303aBUCUMBIE NTOOOUHBIE SABJICHUS: JIEHKONEHHUs, BOCIIAJICHUE CIM3UCTBIX 000JI0YEK U JHapes..
[Tpu npuMeHeHnu pTopypanuia B COYETAHUU C KabLMsI (OJTUHATOM 03Bl (PTOpYpanuia B ciayyae
BO3HHUKHOBEHUS TOKCUYECKUX IP(PEKTOB CIEAYET CHUKATh 3HAUUTENIbHEE, YeEM IIPU MOHOTEpATuU
¢dTopypaumnom. He cnexyer HauMHaTh WIM TNPOJODKATh KOMOWHUPOBAHHYIO TEpPAINUIO
dTopypaumiomM M Kajiblus (OJUHATOM, €CJIM y MALUEHTa WMEIOTCS NMPU3HAKU TOKCHYECKOTO
NOpaXeHHWs] ~ MUILIEBAPUTEIBLHOTO  TpakTa, HE3aBUCUMO  OT  TKECTH  MOPaKEeHUS.
KoMOnHMpOBaHHYIO TEpanui0 MOXXHO MPUMEHSATh TOJBKO MOCJE MOJIHOTO MCYE3HOBEHHS BCEX
[ATOJIOTUYECKMX CHUMITOMOB CO CTOPOHBI JKEIyJOYHO-KMIIEYHOIO TpakTa (Hampumep,
BOCTIQJICHUE CIU3UCTBIX 000JI0UEK, Truapes).

Tak kak nuapest MOXET SIBJISITbCS MPOSIBJICHUEM TOKCHYECKOTO BIUSHUS Ha MUILEBAPUTEIbHYIO

CUCTEMY, MAIUCHTEI C JaHHBIM MOOOYHBIM 3(1)(1)GKTOM JOJDKHBI HAXOAUTHCA 110 THIATCIbHBIM
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KOHTPOJIEM OO0 IMOJHOI'0O MCYC3HOBCHUA ITPU3HAK

OBICTPOTO YXYIIICHHUS] KIMHUYECKOW KapTHHBI, IPUBOIAIIETO K JIETANbHOMY Ucxony. Eciau mpu
JICYCHUW Yy TMAlMEHTAa BO3HUKACT IUapes W/WIU CTOMATUT, PEKOMEHAYETCS CHIXKATh 03y
dTopypanmia 10 UX TOJHOTO Ucue3HOBeHUs. OCOOEHHO 3TO KacaeTcs MOXKUIIBIX U 0CIa0IeHHBIX
MAIUMEHTOB, KOTOPbIe HanboIee YsI3BUMBI /111 TOKCHYECKOTO IeWCTBUS JAaHHOTO IMperapaTa.

VY nmanueHToB, KOTOPHIM MPOBOAMIACH IIPEAIIECTBYIOIAS JIydeBasi TEpamnus, a TAKKe Y MOXKHIBIX
MAIMEHTOB PEKOMEHIOBAaHO HAYMHATH TEPAITUI0 YMEHBIIIEHHBIMH JJ03aMH (TOpyparmia.
Kanpiust GonuHar Henb3s cMemuBaTh ¢ (GTOPYpalUIoOM HpU OJHOBPEMEHHOM BHYTPUBEHHOM
BBEJICHUH (MHBEKITUS WK HHPY3H).

Y nmanueHToB, MOMy4YaronuX KOMOMHUPOBAHHYIO Tepanuio (ropypanuia ¢ Kaublus (OJTHMHATOM,
cleyeT KOHTPOJIMPOBATH KOHIICHTPAIMIO MOHOB KaJIbLMsl B miiazMe KpoBu. [lpu onpenenenuun
HU3KUX KOHIIEHTPAIMil HEOOX0IUMO MTPOBOAUTH COMYTCTBYIOIIYIO TEPAMHIO COOTBETCTBYIOLTUMU
npernapaTamMy KaJlblIHs.

Kanvyus ¢ponunam/memompexcam

Kanpiust GponuHaT He 3aIuniaeT OT TOKCHYECKUX 3((hEeKTOB HEreMaTOJIOTHISCKOTo XapaKkTepa BO
BpeMsl Tepamnuy METOTpeKcaToM (Hampumep, OT HEe(PPOTOKCHYECKOTO JEHCTBUSI BCIIEICTBUE
BBIMA/ICHUsI OCaJIKa METOTpEeKcaTa WM €ro MeTaboJIMTOB B IMOYEYHBIX KaHaibllax). Hamuuue
MPEIUIECTBYIOMIEH WM BBI3BAHHOM METOTPEKCATOM IOYEYHOW HEJAOCTATOYHOCTH, KOTOPAs
CBs3aHA C 3aMEIUICHHOW JKCKPEIMEeH METOTpeKcaTa, MOXET TpeOoBaTh MpPUMEHEHHUsS Oolee
BBICOKHX 103 UJIM OOJIBIIEH MPOIOKUTENIHOCTH Kypca Tepanuy Kalblus (OJIUHATOM.

Cnenyer u3beraTh NpPUMEHEHUS BBICOKMX J03 Kalblus (HONMHATA, MOCKOJIBKY 3TO MOXKET
MPUBOAUTh K CHHXEHHUIO MPOTHBOOIYXOJEBON AaKTUBHOCTH METOTPEKcaTa, OCOOCHHO TMpH
OMYXOJIIX IEHTPATHHOU HEPBHOM CHUCTEMBI, KOT/1a HAOJI0/1aeTCsl HAKOIJIEHHE Kalblusl poJIMHATa
MIOCJIE HECKOJIBKUX KYPCOB JICUECHHSI.

B cimywae pa3BUTHS  PE3UCTEHTHOCTM K  METOTPEKCaTy  BCJIEACTBUE  YXYIIUICHUS
(GYHKIIMOHUPOBAHUS MEMOPAHHOTO TPAHCIIOPTA TAKXKE PA3BUBAETCS PE3UCTEHTHOCTh K KaJIBIIHS
dbonuHATy, MOCKOJBKY 00a BEIIECTBA TMEPEHOCATCS OJHHUMH M TEMHU K€ TPaHCIOPTHBIMHU
CHUCTEMaMHU.

[Tpu ciydvaifHON Mepeao3upOBKE aHTATOHUCTOM (DONTMEBON KUCIOTHI, TAKUM KaK METOTpEKcar,
HY)KHO OKa3bIBaTh HEOTJIOKHYIO MEIUIIMHCKYIO TOMOINb, TaK KAaK YBEIMYCHHE BPEMEHHOTO
WHTEpBaja MEXIY BBEACHHEM METOTpEKcaTa W KalblHs (OJMHATA TPUBOIUT K CHIDKCHHIO
3¢ (HEKTUBHOCTH MOCIIETHETO.

[Tpy BOSHMKHOBEHMU KIMHUYECKHUX MPOSBICHUN TOKCUYHOCTH UM OTKJIOHEHUH TOKa3aTelel B
1a00paTOPHBIX aHAM3aX BCETJa JODKHA YYUTBIBATHCS BEPOSTHOCTH MPUMEHEHHUsS MAlHeHTOM

JIPYTUX JIEKApCTBEHHBIX CPEACTB, KOTOpBIE B3aMMOJEHCTBYIOT C METOTPEKCATOM (HaIlpHuMep,
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IpemnapaTbl, KOTOPBIE MOI'YT BIIMATEH HA DJIMMHUHALIIIO Mell%’fbﬁg(]::a;iliﬂ%ll/l

IJ1a3Mbl KPOBH).
[Ipu pabGotre c¢ kambIMs (QOIMHATOM HEOOXOAMMO COONIOJATh TMpaBHia OOpaIIeHUs C
IUTOTOKCUYECKHMHU BEIECTBAMHU. 3arps3HCHHYIO IPEIapaToM MOBEPXHOCTh PEKOMEHYeTCs
o0paboTaTh pa30aBlIeHHBIM PACTBOPOM THIOXJOpuIa HaTpus (copepxamum 1 % xmopa). [lpu
NOTIJIaHNU TIpernapaTa Ha KOXKY - HEeMEUIEHHO MTPOU3BECTH OOMIFHOE MPOMBIBAaHHE KOXKH BOJOU
C MBUIOM WJIM PacTBOPOM HATpHsl TUAPOKapOOHATa; MPHU MOMAJAaHUHU B IJla3a - OTTAHYTH BEKH,
NPOM3BOJIUTH MPOMBIBAHKE TJia3a (IJ1a3) OOJIBIIMM KOJUYECTBOM BOJBI B TEUCHHE |5 MHHYT.
Ocratku mperapata W BCE€ HWHCTPYMEHTBI M MaTEPUANIbI, KOTOPBIE WCIIOJIB30BAINCH IS
MIPUTOTOBJICHUS PACTBOPOB ISl MHBEKIMU W nH(pY3uu npenapata Kampius (onmHAaT, 1OMKHBI
YHAYTOXKAThCS B COOTBETCTBUH CO CTAaHAAPTHON OOJBHUYHON MPOLEypOl YTHIN3AIUH OTXO0/I0B
IIUTOTOKCUYECKUX BEIIECTB C YYETOM JICHCTBYIOIIMX HOPMATHBHBIX AaKTOB YHHYTOXXCHUS
OIAaCHBIX OTXOJIOB.

eTH
beszonacHocTh M 3G GEKTUBHOCTh MPUMEHEHHs Mpernaparta y aereid B Bozpacre oT 0 1o 2 ser He
ycTaHOBJIeHa. JIaHHBIX MO MPUMEHEHHIO KOMOWHAIMK Kaiblius QonuHaTta ¢ GropyparmioM y
nerent 1o 18 net He uMmeeTcs.

BcnomMorarennHble BelecTBa

[Tpemapat Kanbius GoarHAT CONEPIKUT METHIIIIAPAr uAPOKCHOEH30aT, KOTOPBIH MOKET BBI3BIBATH
alyiepruyeckiue peakuud (B TOM 4YHCIE, OTCPOUEHHBIE) M, B HCKIIOYUTENBHBIX CIy4asx,

OpoHXxoCMa3M.

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKAPCTBEHHBIMHM TMIpenapaTaMuM W JApyrue BHIbI
B3aMMO/JEHCTBHUA

[Tpu oHOBpEeMEHHOM NMPUMEHEHUHU KaJbLUs (POIMHATA C aHMA2OHUCTAMU (POAUEBOl KUCTIOMbL
(Hampumep, ¢ KO-TPUMOKCA30J0M, MUPUMETAMUHOM) 3(pPEKTUBHOCTh AHTAarOHUCTOB (OJIMEBOI
KHCJIOTHI MOXKET CHIDKAThCS WIIH TIOJTHOCTBIO YTPAunBaThCSL.

Kanpuusg ¢onavHaT MOXeT CHWXKaThb YPPEKTUBHOCTb HPOMUBOINUIENMUUECKUX NPENnapamos
(penobapbutana, mnpuMUIOHA, (EHUTOWHA, CYKIMHUMHIOB) M  TMOBBIIIATH  YacTOTY
AMIIENTHYECKUX TPUCTYIOB (BCIICACTBUE CHIDKEHHSI KOHIICHTPAUU (PEPMEHTHBIX MHIYKTOPOB
NPOTHBOAHIIETITHYECKUX TIPEenapaToB B IIa3Me KPOBH H3-32 YCKOPEHHUS METa0OIHMYECKUX
IPOIIECCOB B MEUEHH, TAaK KaK (DOJIAThI ABJISAIOTCS OJJHUM U3 KO-(aKTOPOB).

[Ipy KOMOMHMPOBAaHHOM NPUMEHEHUHU Kanblius (GonuHata U ¢@mopypayura >3PPEeKTUBHOCTD
NEWCTBUST W TOKCHYHOCTHh TMOCJIETHETO MOBBIMIAIOTCSA. B CBS3M C YeM, NP COBMECTHOM

NPUMEHEHHH J103bl pmopypayuia TOIHKHBI ObITh CHUKEHBI (CM. pasaens 4.4 u 4.8).
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MY OTHETY

OJTHOBPEMEHHOM TMPUMEHEHHH C WHBEKIMOHHBIMH (OpMaMu Oponepudoia, @mopypayuia,
gockapuema u memompexcama, BCIEACTBUEC O0pa30BaHUS IMPELUIATATA WIM TTOMYTHEHHSI

BBOJAUMBIX PAaCTBOPOB.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTH

[TockonbKy KOHTPOJHUPYEMBIX HCCIICIOBAaHMM TMpernapata y OEpeMEHHBIX JKCHIIUH He
MIPOBOJIUIIOCH, €r0 MPUMEHEHHE BO BpeMs OEpEeMEHHOCTH BO3MOXHO TOJILKO B TOM Ciydae, eciiu
npejanojaraemas moJib3a JJisi MaTepu MPEBBIIIAET MOTEHIIMATBHBIN PUCK TS IO/,

JlakTanms

HewusBectHo, BeIIeIsIETCS JIU KANbLKs (OTUHAT B TPYAHOE MOJIOKO, TOITOMY ITPH HEOOXOTUMOCTH
NpUMEHEHUs Kaiblusd (ojuHaTa B IEPUOJ JIAKTAIllMd HEOOXOJAMMO pEHIuTh BOIPOC O

IIPEKPALICHUH TPYIHOIO BCKaPMIIMBAHUSA.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHM CpeICTBAMH W PadoTaTh ¢
MeXaHM3MaMH

[Tpn mpumMeHeHnn Kanblusi QoJMHATA HE HAOIIONANOCH BIUSHHS HA CIIOCOOHOCTH YIPaBIISATh
TPAHCIIOPTHBIMU CPEJACTBAMH M Ha 3aHATUE JAPYTUMHU BUJAMH JEATEIbHOCTH, TPEOYIOIUMU

KOHIOCHTPpAllUX BHUMAHHUA U 6BICTpOTLI IICUXOMOTOPHBIX peaKHHﬁ.

4.8. Hexkes1aTeibHbIE peaKiUu

PesroMme HexxenaTeabHbBIX PEAKIIUT

[ToGounbie >¢dexThl mepeuncieHsl cornacHo kinaccupuxanuun MedDRA B cooTBETCTBUH C
HOpaXEHUEM OPTaHOB M CUCTEM OPTaHOB W YaCTOTOH pa3BHUTHUS. oueHb yacmo (= 1/10); uacmo
(> 1/100 mo < 1/10); neuacmo (> 1/1000 no < 1/100); peoko (> 1/10000 no < 1/1000); ouens peoxo
(< 1/10000); uacmoma neussecmua (He MOXKET OBITH OI[CHEHA HA OCHOBE MMEIOIINXCS JTaHHBIX ).
Hapywenus co cmopoHbl UMMYHHOU cucmeMmbl

Ouens peoko: aHa(UIAKTOUIHbIE/aHAPUIAKTHYECKHUE PEaKIMK (BKJItOYasl IIOK), allIepruuecKue
peaKIuu, KparuBHUIIA.

Hapywenus co cmopoHnuvl Hep8HOll cucmembl

Peoxo: GeccoHHUIIA, TPEBOXKHOCTH, Jenpeccus (MpH MPUMEHEHUH BBICOKHX J/03), MOBBIIICHUE
Y4aCTOThl BOZHUKHOBEHHUS SMUIIETITUYECKUX TTPUCTYIIOB.

JKenyoouno-kuweyHnvle Hapyuienus

Ouenv uacmo: nuapes BBICOKOM CTENMeHU TSHKECTH, a Takke 00e3BOKMBaHUE, Tpedyloliee
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CTAIlMOHAPHOTO JICUCHHUS,

Peoxo - TomHOTa, pBOTA, MUCTIETICHS (ITPH IPUMEHEHHH BBICOKHX J03).

Obwue napywenus u peakyuu ¢ Mecme 68e0eHUs.

Heuacmo: muxopajxka.

[Tpu KCroNIb30BaHMH C JPYTUMHE IpETiapaTaMu JJIs JISYSHHUS COITYTCTBYIOIINX 3a00JIeBaHMA ObLIN
OTMEUEHBI CIy4yal BO3HUKHOBeHHUs cuHApoma CrtuBeHca-/[PDKOHCOHA W  TOKCHYECKOTO
AMUICPMAIBHOTO HEKPOJIN3a, MHOT/IA (paTaabHbIe, B PA3BUTHU KOTOPBIX HEIb3sI HCKIIFOYUThH POJIh

KaJdblusA (bOJ'II/IHaTa.

Hononnumenvnvie nobounvle peakyuu npu npumMeHeHuu 8 KOMOUHayuu ¢ pmopypayuiom
[Tpoduiie 6€30maCHOCTH MOXET 3aBUCETh OT MCHOJIB3YEMOT0 PEeKUMa TEPAlUu U3-3a YCUIICHUS
BBI3BIBAEMBIX (PTOPYpAIHIIOM TOOOYHBIX PEAKITHIA.

Hapywenus co cmoponul kpogu u tumgamuueckou cucmemol

Ouenv wacmo’ MUEIIONEHUS.

Hapywenusa memaboauzma u numaHusi

Yacmoma neuzsecmua’ TUNIEPAMMOHUEMHUSL.

Kenyoouno-kuweunuvle napyuienus

Ouenv uacmo. TOIIHOTA, PBOTA, Juapes, BBIPAKEHHAs Jeruapartanus, Tpedyromas
rOCIUTAIU3AMH (MOKET IPUBECTHU K JIETAIILHOMY UCXOAY).

Hapywenus co cmopoHbl Kodicu u NOOKONHCHbIX MKAHEl

Yacmo: nanbMapHO-IIaHTapHAsL SPUTPOAU3ECTE3NUS (JIalOHHO-TIOAOIIBEHHBI CHHIPOM).

Obwue Hapywenus u peakyuu 8 mecme 68e0eHus

Ouenv wacmo: MyKO3UTHI, BKIIIOUYasi CTOMATHUT, XEHIUT, papuHTUT, 330parut, NpOKTUT.
Tokcuueckoe MHOpakeHHE KENyA0YHO-KUIIEYHOTO TpakTa (TJIaBHBIM 00pa3oM MYKO3UTHI U
Japesi) 1 MHEJOCyNpeccuss MOTYT BECTH K CMEpTH. Y NalMeHTOB C Jauapeedl KIMHMYECKOe
YXYALIEHUE MOXKET HE3aMEIIIUTENIBHO MPUBECTH K JIETAIbHOMY Hcxony. OTCYTCTBHE YIIydILIEHUS
COCTOSIHUS MOET OBIThb CBSI3aHO C JAPYTMMH TOKCHYeCKMMH 3ddextamu Qropypanuia
(Hanpumep, HEHPOTOKCUYHOCTHIO).

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUAX MOocie pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1ebio 00ecredeHns HeMpephbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHUKaM pPEKOMEHyeTCs
coolmaTe O JOOBIX MOJ03PEBAEMbBIX HEXKENATENbHBIX PEeaKIMIX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus
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Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMnOTOMBI

O mocnencTBUSX NPUMEHEHHUS [J103bl KalblUs (ponuMHATa 3HAYMTENBHO OONbBILICH, YeM
pekoMeHayemas, He cooOmanock. OaHaKo, BBICOKHME 03Bl KajblMg (OJMHATA MOTYT
HUBEJIMPOBATh XUMUOTEPANEBTUUECKUNA FIPPEKT aHTAarOHUCTOB (HOJIMEBON KUCIIOTHI.

Jleuenue

Ecnu mpowmsomnuia mepeno3upoBKa NMpH NMPUMEHEHWH KOMOWMHammu (ropypanuia ¢ KalbLus
donmHAaTOM, HEOOXOIWMO CIIEJOBATh HMHCTPYKIMH s (QTOpypaniia IO IPOBEICHUIO

HEOOXOIUMBIX MEPOIPUATHUH.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA
®dapMakoTepaneBTUYECKas Tpylna: Mpoyue JedyeOHbIE CpPEeCTBA; CPEICTBA, CHIDKAIOIINE
TOKCHUYHOCTH HpOTHBOOHYXOHeBOﬁ TepaHI/II/I.

Kon ATX: VO3AF03

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

Kanpriust donunat mnpexacraBnsier coboit  S-popmunrerparuapodonar kanblug. SBnsercs
AKTHUBHBIM MeTa00IuTOM (OJIMEBOM KUCIOTHI U KOPEPMEHTOM, HEOOXOIMMBIM JJIsi CHUHTE3a
HYKJIEMHOBBIX KHCJIOT IIPH MPOBEJICHNUN ITUTOTOKCUYECKOM Teparum.

Kanpriust ponvHaT NpUMEHSIOT JUIsi CHIDKEHHS TOKCHYHOCTHM W HEWUTpalu3aluu JeHCTBUS
AHTaroHUCTOB (DOJIMEBOM KUCIIOTHI, TAKMX Kak MeToTpekcar. Kanbuus GonuHaT U aHTarOHUCTHI
($0J1aTOB TIEPEHOCATCS OJTHUMH U TEMHU K€ TPAHCIOPTHBIMU areHTamMu (O€JOK, CBS3BIBAIOIIUI
¢doathl, IEPEHOCYNUK BOCCTAHOBIIEHHBIX (JOJIATOB U JAP.) MU KOHKYPHUPYIOT 32 HUX JIJIsl IEPEHOCA B
KJIETKY, YTO BBI3BIBAET OTTOK AHTArOHHCTOB (DOJATOB M 3AINUIIACT KJIETKU OT JEHCTBUS
MOCIIEAHMX 32 CUET CHIDKEHUS myrna gonaTto. Kanbuus ¢honunat cayxut uctounnkom H4 ¢onara
MO3TOMY, B  OTIMYME€ OT  (OJMEeBOM  KHUCJIOTBl, HE TpeOyeT  BOCCTAHOBJICHUS
murupodonaTpeykTazon Uisi IpeBpalleHus B TeTparuapoQojaT, 4To MO3BOJISIET MpPU €ro

IPUMEHEHUH BOCCTAaHOBUTH HapylIeHHbIN nponecc Ouocuntesa JJHK, PHK u 6enkoB. 3amuTtHoe
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MpEeA0TBPALIAET TOKCHYECKOE IEUCTBUE METOTPEKCATA HA KJIIETKU KOCTHOTO MO3ra U JKey104HO-
KHIIIEYHOTO TPAKTa, HO HE BIMSIECT CYIIECTBEHHO Ha HepoTOKCHUIecKuit 3pdekT meToTpekcara.
Kanpius ponuHat npuMeHsIOT U UIsl OMOXUMHUYECKONH MOAYIAIMUA (GTOpypalia sl yCUICHHs
€ro IMUTOTOKCHYECKOTo JehcTBUS. DTOopypall NoJaBiIseT aKTUBHOCTh TUMUAWIATCUHTETA3bI,
KIIFOYeBOro (pepMeHTa, ydacTBYIOIIET0O B OWOCHMHTE3e NHpUMUAWHA. llpemapar ycuimuBaer
WHTHOMPOBAHWE THUMUJIMHCHHTETA3bl, YBEIWYHMBAS BHYTPUKICTOUYHBIA Iyl (OJATOB, TAKUM
00pa3oMm, cTabMIM3UPYs KOMIUIEKC (PTOpypaluiI-TUMHIMHCUHTETA3a U MTOBBIIAS €r0 AKTUBHOCTb.
BHyTpuBeHHO Kaiblus GoIuHAT HA3HAYAIOT 715 IPOUIAKTUKY U JiedueHus Aeguiura Gponaaros,
KOrjJla JIaHHO€ COCTOSIHME HE MOXKET OBITh CKOPPEKTHPOBAHO MEPOPATBHBIM IPUMEHEHUEM
npenapara, HalpuMep, NPy IOJHOM NapeHTEPaTbHOM NUTAHUU U BBIPAXXEHHOM CHHApPOME
ManbabcopOiu. Takxke Kanblusg GOIUHAT MPUMEHSIOT AJS JIEYeHHs] Merajo0JacTHON aHeMUU,
BbI3BaHHOI AeuuuTomM ¢GoaueBoil KUCIOThI, PU HEBO3MOXKHOCTU MEPOPATHLHOTO MPUMEHEHUS
npenapara.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne BHYTPUMBIIIEYHOTO BBEJICHUSI BOJHOTO PAacTBOpa CUCTEMHAss OMOJOCTYITHOCTh CpaBHUMA
C TAKOBOM I0OCJI€ BHYTPUBEHHOTO BBeJeHU. OJIHAKO, MaKCUMaIbHBIE KOHIICHTPAIMH B TUIa3Me
KPOBU HUKE TIPU BHYTPUMBIIIIEUHOM BBEJICHUH.

Pacupenenenue

O6wem pacrnipeneneHuss (OIMHOBOW KHUCIOTHI HEeW3BeCTEH. MakcHMasbHbIE KOHIEHTpallUd B
1asMe KpOBHU HCXOAHOro coefauHeHus ((opmunrterparuapodoiueBas KucioTa, (onuHoBas
KHMCII0Ta) Jocturatorcss yepe3 10 MHMHYT 1ocie BHYTpUBEHHOro BBeneHMs. CpenHss
KOHIeHTpauus ans L-5-popmunrerparunpodonueBoil KUCIOTH M IpaBoBpariatonierocss D-5-
METHUATETparuaApodonneBoi KucioTsl coctaBwin 28,4+3,5 Mr Mun/n u 129+11 mr mun/a1 nocie
BBeJIeHUS J103bI 25 Mr. KoHIleHTpalysi HeaKTUBHOT'O ITPaBOBpalatoIIerocst H3o0Mepa O00bllle, YeM
L-5-popmunrerparuapodomnara.

BI/IOTDaHC(bODMaHI/IH

Kanbuusa donuHar sBisercst paneMaToM, akTUBHBIM SHAHTHOMEPOM SIBJISIETCS JIEBOBpALIAIOIIAs
dopma (L-5-popmunrerparuapodonar).

OcHOBHBIM MeTa0OIUTOM KalblMsl (QOJIMHATA ABISETCS S-MeTUITeTparuapodoireBas KUCIOTa,
KOTOpast MPEUMYIIECTBEHHO 00pa3yeTcs B IEYEHU U HHTEPCTULIMAIBHOM TKaHH.

OIMMUHAIMA

[Tepuon momyBEIBeieHUS cocTaBisieT 32—35 MUHYT U aKTUBHOM L-popmbl n 352—485 MuHyT -

JUIst HeakTUBHON D-opmbl. Bech nepuo momyBbIBeIeHUS] AKTUBHBIX METa0OJIUTOB COCTABIISET
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noukamu (5- u 10-popmunrerparuapodosnaTel Kak HEaKTHBHBIC MeTa0OIMThI), 5—-8 % uepes

KHIIICYHUK.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

MetunnaparuapokcuoeH3oar

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuThb 1pu TemiepaTrype He Bbiie 25 °C B KApTOHHOM YIIaKOBKE (ITAUKe).

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

JInodunumzar, cogepkammii 25 Mr w 50 mMr ¢GoaMHHEBON KUCIIOTHI, BO (PIIAKOHBI BMECTUMOCTBIO
15 MI1 113 IPO3pavYHOro GECIBETHOTO CTEKIIA IIEPBOTO THAPOIIMTHYECKOTO Ki1acca, (DIIaKkoH YKYTIOPHBAIOT
npoOKON pe3nHOBOM. DiIakoH, YKYIMOPSHHBIH PE3WHOBOM TPOOKOH, OOXKHMMAIOT —KOJITAYKOM
ATFOMUHUEBBIM, C TUTACTUKOBOM KPBIIIKOH MM Oe3 Hee.

1 ¢nakon ¢ mpenaparoM B KOMILIEKTE ¢ 1 ammynoii ¢ pactBoputenem HaTpus xyopuaom 0,9 % mo
2 MJ MOMEUIAIOT B KOHTYPHYIO SYEHKOBYIO YMAKOBKY U3 IUICHKU MOJMBUHWIXJIOPUIAHOM, OO
TUIEHKU TOJMBUHUIIXIIOPHTHOW/TIOTMBUHIIIUACHXJIOPUIHOM.

1 KOHTYpHYIO SYEHKOBYIO YHNAKOBKY C NpENaparoM B KOMIUIEKTE C PACTBOPHUTEIEM BMECTE C
MHCTPYKLKEH 110 MEJUIIMHCKOMY IPUMEHEHHUIO TIOMEIAIOT B KAPTOHHYIO YIAaKOBKY (MaYKy).

ITo 5 ¢akoHOB ¢ MpemnapaToM B KOMIUIEKTE € 5 aMITyJlaMy C PacTBOPUTENIEM HATPHsI XJIOPHIOM
09 % mo 2 M MOMENIAlOT B OT/AENbHBIE KOHTYPHBIC SYCHKOBBIC YITAKOBKM W3 TUICHKH
MOJIMBUHWIXJIOPUIHOM, JINOO MJICHKH MOJIMBUHWIXJIOPUAHOMN/ TIOMMBUHIINAEHXIOPUTHOM.

ITo 1 KOHTYpHOM SYEHKOBOW YIaKOBKE € IIPENApaToOM U N0 1 KOHTYpHOU SIMEHKOBOM yIIaKOBKE C
pacTBOPUTENIEM BMECTE C MHCTPYKIMEH IO MEAMIMHCKOMY IPUMEHEHHMIO IIOMEIIAIOT B
KapTOHHYIO YIIaKOBKY (TIauKy).

6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JICKApCTBEHHOI0 Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJIe NPHMEHEHHUs
JICKApPCTBEHHOI'0 Npenapara u Apyrue MaHUIYJISIUM C IPenapaToM

[lepen BBemeHueM clenyeT BH3yaJlbHO TMPOBEPUTh (rakoH ¢ Kamblusg (HOJMHATOM.
[TpuroToBneHHBIH PacTBOP AJIsi BHYTPHUMBIIIEYHOTO U BHYTPUBEHHOI'O BBEACHUS JIOJKEH OBITh

Mpo3pavyHbIM U UMCTH LBCT OT KCIITOBATOI'O OO KCIITOIO. Ecmu Ha6J'IIO,Z[aeTC$I IMNOMYTHCHUC WUJIN
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HaJIMYMe BKJIIOYEHUM, TO TAKOW pacTBOP MCIOJ

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

sosams HARSTFARBATEREHA G ARAY n

UHBEKUUN WU MHQY3Uil TpeiHa3HaveH 7151 OAHOKPATHOTO MPUMEHEHHUS.

PactBop BBOAUTCS BHYTPUMBILIEYHO WJIM BHYTpUBEHHO. [IpyM BHYTpUBEHHOM BBeneHUU B |

MUHYTY clieyeT BBOAUTH He Oosiee 160 Mr xanbuus onrHaTa u3-3a CoeprKallerocs: B pacTBoOpe

KaJIbIH.

[lepen npuMeHeHHEM NPU BHYTPHUBEHHOM ITyTH BBEACHUS KAIbLUSA (POIMHAT MOKHO Pa3BOAMTH

0,9 % pacTBOpOM HaTpus XJIOpUAa UIU 5 % pacTBOPOM JEKCTPO3HI.

[Tpu mpUrOTOBIEHUH pacTBOpa JUIsl MHBEKUUN KanblHsl (DOIMHAT MOYXKHO Pa3BOJUTH PaCTBOPOM

Punrepa, 10 % pactBopoM aekcTpo3sl, 5 % pactBopoM aekctpossl, 0,9 % pactBopom Harpus

xJyiopuaa 10 koruenTpauu ot 0,06 mr/mi 1o 1 mr/mi. [TomyueHHbIH pacTBOp cTaOUJICH B TEUECHHUE

24 gacoB. OcTaBuIniics pacTBOP HE NOJIEKUT UCIIOIB30BAHUIO.

YTunuzauus

Hewncnonb30BaHHBIM pacTBOp CICAYCT YTHIM3UPOBATHL B COOTBCTCTBUU C HpOI.ICI[ypOﬁ

YTUIM3alIU HUTOTOKCUYCCKHUX BCUICCTB.

7. AEPKATEJIb PETUCTPALHUOHHOTI'O YAOCTOBEPEHUSA

Poccusa

000 «ATomm»

445351, Camapckas 001., r. XKurynesck, yi. ['uapoctpourenei, 1. 6.

7.1. IlpencraBurtennb AepaaTessi periCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu morpedbUTEIEH HAIIPABIIATH 110 AAPECY:

Poccus

000 «O30H Papm»

445043, Camapckas 0011, 1.0. Tonbsartu, Tep. O3 II1T, maructpans 3-1, 34. 11, cp. 1.

Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TMNEPBUYHOM PEIUCTPAIIUU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanyu.
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10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepHCTUKa JIEKapCTBEHHOro mnpemnapara Kampius ¢oauHaT JOCTynmHA Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALHMOHHO-

KOMMYHHKAIIMOHHOM cetu «MuTepHeT» http://eec.eaeunion.org/.
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