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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEIIAPATA
®ochomunuH-TD, 2,0 r, MOPOMIOK J[JIsi NMPUTOTOBJIEHHs KOHIEHTpaTa MJis IPUTOTOBIICHUSA

pacTBopa I HH]Y3Hid.

2. KAYECTBEHHBIN Y1 KOJIMYECTBEHHBII COCTAB

HeiicTByromee BemecTBo: (ochOMHUIIH.

Kaxxnernit ¢irakon comepxut dpochomurus (B Buae pochomunmna Hatpusi) — 2,0 T.
[TonHBI CIHCOK BCIIOMOTATENBHBIX BEIIECTB CM. B paszene 6.1.

3. JEKAPCTBEHHASI ®OPMA
ITopormox /uist IPUrOTOBIEHHUS KOHIIEHTPATA AJIsl IPUTOTOBJICHHUS PacTBOpa Ul HHPY3HH.
benpiii win noury Genblif OPOLIOK.

4. KIMHUYECKHE TAHHBIE

4.1 Iloka3zanusi K NPUMEHEHUIO

®ochomunuH-TO mokazan i MPUMEHEHHs y MAMEHTOB BCEX BO3PACTHBIX IPYIII B CIydasX,

Korjia aHTuOaKTeprallbHbIE Ipernaparhl, 0OBIMHO PEKOMEHIyeMbIe IS TIePBOHAYAIBHOM Teparnuu

IIEPEYHCIIEHHBIX HU)XKE HHQEKIHH, JeMOHCTPHPYIOT He3()(EeKTHBHOCTh WIIM WX INPUMEHEHHE

CUHTAETCS HELEJIECOOOPa3HbIM:

- OCIIOXKHEHHBIC MH()EKIIUH MOYEBBIBOISIINX MyTEH;

- MH(EKIHMOHHBINA SHIOKAPIUT;

- MHQEKIUH KOCTEH U CYyCTaBOB;

- HO30KOMHaJIbHAsl THEBMOHMSI, BKJIIOYas BEHTHJISITOP-aCCOLIMUPOBAHHYIO THEBMOHHIO;

- OCJI0O)KHEHHBIE HH(EKIIHHA KOXH U MITKUX TKaHEW;

- OaxkTepHaIbHBINH MEHHHIHUT;

- OCJIO)KHEHHBIE HHTPaabJIOMUHATbHBIC HH(EKIIHH;

- OakrepueMus, CBS3aHHAs HJIM BO3MOXKHO CBS3aHHAs C JIOOBIM M3 BBIIENEPEYHCICHHBIX
3a00JIeBaHUM.

Cnemyer yuuThIBaTh O(QHIHMAIBHBIE pPEKOMEHJAMH 110 HAUIEKANIEMY HPUMEHEHHIO

aHTHOAKTEepHUAIBHBIX IIPENapaToB.

4.2 Pexxum n03HpPOBaHMS H CIIOCO0 MPHMEHEHHST

Pexxum 103upoBanus

Cyrounyio no3y @ochomuruua-TO ycraHaBIMBAaIOT B 3aBUCHMOCTH OT IIOKA3aHHUM, CTEINEHH
TSDKECTH 3a00JIEBaHMS M JIOKAIU3ALUH ITaTOJIOTHYECKOTO MPOLECcCa, YyBCTBUTEILHOCTH I1aTOreHa
(-oB), BO3pacTa M COCTOSIHHS (DYHKI[MH [IOYEK NAMeHTa. Y JeTel TakyKe YUMTHIBAETCS BO3PACT U
Macca Tena.

Bspocnvie u oemu >12 nem (240 x2)

OO0ume peKoMeHIaliH 110 TO3HPOBAHHIO JUIS B3POCIIBIX M IIOJPOCTKOB C PACYETHBIM KIMPEHCOM
KkpeaTnHuHA >80 MJI/MUH aHbl B Tabmmme 1.

Tabmuna 1. PexoMeHnanuu o 103upOBaHHMIO ISl B3POCIIBIX M JIeTeH IPH KIMPEHCe KpeaTHHUHA
>80 Mi1/MUH

IToxazanue [ Cyroynas 03a
Oco)HeHHbIe HH(EKIMH MOYEBBIBOAIINX MyTel | 12-24 r? B 2-3 npuema

WH}ekunoHHbIH SHIOKAPAUT I 12-24 r? B 2-3 npuema




Cytounas J103a |
12-24 r? B 2-3 npuema
12-24 r? B 2-3 npuema

[Tokazauue

Wudexium KocTell ¥ CycTaBoOB

Ho3zoxomuanbpHasi TIHEBMOHUS, BKJIIOYast
BCHTHJIATOP-aCCOLIMMPOBAHHYIO ITHEBMOHHIO

16-24 r? B 3-4 npuema
12-24 r? B 2-3 npuema

BakrepuanbHbIii MEHHHTUT

OcioXHEeHHBIE HHTPaabOMHHAIbHbIE HH(EKIMH

Bakrepuemusi, cBsi3aHHAsI UM BO3MOXKHO CBsI3aHHAs 12-24 r? B 2-3 npuema

¢ 000 U3 BBIIENIEPEUHCICHHBIX HHPEKIMI
Pa3oBas 103a HE 10JDKHA IPEBBILIATH 8 T.

2 Pe>XMM BBICOKHX 103 B 3 npUeMa CJIEAYET NPUMEHATD IPH TAXKEJIbIX HHQ)CKHMX, KOTOpPbIE, KaK U3BECTHO, BbI3BAHbI
MEHEC YYBCTBUTECIIbHBIMU MUKPOOPraHU3MaMH.

OC0KHEHHbIE MHQEKIHHA KOYKH M MATKHX TKaHeil | 12-24 r? B 2-3 npuema ;

JanHbple 0 0€30mMacHOCTH NMPHMEHEHHs] BBICOKHX /103, B YACTHOCTH /103, NPEBbIMIAIMIHX
16 r/cyTku, orpanudensl. IIpu HasHadYeHHMH TakuX H03 Tpebyercs cobmiozaTh 0co0yro
0CTOPOKHOCTbD.

IIpooonoicumenvrocmo neverus

[TpoOKUTENBHOCTE JIEYEH S YCTAHABIMBAETCS C YUYSTOM THUIIA U CTENEHHU TSDKECTH UH(EKIMH,
a TaKk)Ke KIMHHYECKOro OTBeTa mnanueHTta. [Ipu ompeneneHHH NPOIODKUTENBHOCTH JIEUCHHS
ClIelyeT MPUAEPIKUBATHCS COOTBETCTBYIOIIMX TEPANeBTUUECKUX PEKOMEHIAlHMM.

IIpumenenue y nayuenmog nodicuno2o o3pacma

VY nmanueHTOB IMOXHJIOTO BO3pacTa CJIEAYET UCIOIh30BaTh PEKOMEHIYEMBIC J03bI VISl B3POCIIBIX.
Cnemyer cobmogaTb OCTOPOXKHOCTH IPH INPUMEHEHHH 103 B  paMKaX BEPXHETO
peKoMeHIoBaHHOTO Auanazona (cM. «[IpumeHenne npu HapyeHUH QYHKIHH ITIOUEK)).
Ilpumenenue npu HapyweHuu GyHKyuu nodex

Koppexiust 10361 He peKOMEHIyeTcsl y MallueHTOB ¢ paCUeTHBIM KIHMPEHCOM KpeaTHHUHA OT 40
1o 80 mi/muH. TeM He MeHee, clieyeT CoOII0AaTh OCTOPOIKHOCTE B ATHX CIIy4asiX, 0OCOOEHHO IpH
Ha3Ha4YeHHH JI03 B IIpeiesiaX BEPXHEr0 peKOMEHIyeMOr0 Juana3oHa.

Y npanueHToB ¢ HapymeHHsMH (QYHKIMH 1oYeK 03y (¢ochoMunmHa HEOOXOAMMO
KOPPEKTHPOBATh B COOTBETCTBHM CO CTENEHBIO IMOYEYHOM HEIOCTAaTOYHOCTH Ha OCHOBaHHWHU
3HAYEHUH KIMpeHca KpeaTuHuHa. B Tabnuie 2 mnpencTaBieHbl PEKOMEHJyEMbIC 03Bl IS
MAIIMEHTOB C HApYIIEHUAMHU (QYHKIHH IToueK (KIMpPeHCOM KpeaTHHHHA <40 MJI/MUH).

Tabmuna 2. Koppekuus mo3sl I MAlMEHTOB C HapylIeHHsSMH (GYHKIHMH IO4YeK (KIMpeHc
KpeatiHuHa <40 MJI/MUH)

o O — ijpiﬂc kpeatunuHa / Kimpenc PCKOMCHIIyeMaS: CyTO4Has ]
peaTHHUHA B HOpMe J03a

40 mn/MuH | 0,333 [ 70% (B 2-3 npuema) |

30 mu/MuH [ 0,250 | 60% (B2-3 mpuema) |

20 My/mMuH | 0,167 | 40% (2-3 npuema) |

10 mu/mMuB | 0,083 | 20% (B 1-2 npuema) |

@ Jlo3a BeIpaXxaeTcs B BUAE NOJIM OT PEKOMEHIYeMOM 103bl MPH HOPMAIbHON (QYHKLMH MOYEK Y nauueHTa. OyHKIUus
nouek oueHuBaercs 1o ¢popmyne Kokpodra-T'onra.

IlepBas (Harpy3ounas) no3a noypkHa ObITh yBenuueHa Ha 100%, HO He TOJDKHA NTPEBHILATS § T.
Ilayuenmeoi, nonyuarowjue 3amecmumensHylo NOYEYHYI0 Mepanuio

[TanuenTsl, HAXOAAIMECS HA XPOHUYECKOM IIPEPHIBUCTOM AHATH3E (KaXKable 48 4acoB), JOIKHBI
noiy4ars 2 r pochoMHIIMHA B KOHIIE KOXKIOr0 CeaHca Juain3a.



docdomurms 3 PeKTHBHO yIanseTcs BO BpeMsk HePEPHIBHON BEHO-BEHO3HOU reMo(uIbTpaLH
(HBBI'®) B pexxuMe TOCT-TWIOLKMH. TakuM MalMeHTaM He TPeOyeTcsl KOPPEKIHS JO3bI (cMm.
pazzen 5.2).

IIpumenenue npu HapyuieHuu GyHKYyuU neveHu

V HanHeHTOB ¢ HAPYIIEHUAMH (yHKIHH IEYCHH KOPPEKIH 03B He TpeOyeTcs.

Jlemu

PeKOMEH/IAIMHU 110 PEXKUMY JO3UPOBAaHMsI OCHOBAHbI HA OYEHb OTPAHUYCHHBIX JAHHBIX.
Hoeopooicoennwvie, maadenyvl u demu <12 nem (<40 k)

Jlo3a dochoMunHa y AeTeil JODKHA ONPENeNsThCS HUCXOI M3 Bo3pacTa M Macchl Tena (MT)
(Tabmuna 3).

Tabmuna 3. JIo3sl y neTeii B HOBOPOXKIEHHBIX

Bo3spact / Macca Tena Cyroynas no3a
(Bo3pact?® <40 Heneln)

Hosoposxxnennsie (Bo3pact?® 40-44 nenenn) 200 mr/kr MT B 3 npuema

200-300° mr/xr MT B 3 npuema J
200-400° mr/kr MT B 3-4 npuema |

Jetu B Bo3pacrte 1-12 mecsres (o 10 xr MT)

Jeru B Bo3pacte 1-12 siet (10-40 xr MT)

# CyMMa recTalloHHOTO ¥ MOCTHATATLHOTO BO3PACTA.

®PexuM BBICOKHX /103 MOXKET GbITh PACCMOTPEH MPH TSUKEIBIX H/WIH CEPhe3HbIX MH(EKUMAX (TAKUX KaK MEHHHIHT),
0COOEHHO B CITy4asx, Korja HH(GEKI|s BbI3BaHA YCTaHOBJICHHBIM HIIH TIPETONaraeMbiM Bo30yIUTENIEM C YMEPEHHOIH
YyBCTBUTEJILHOCTEIO.

| |

Henonomennsie HOBOPOXKICHHEIE ) 100 mr/xr MT B 2 npuema i
|

| |

Jlns netelt ¢ noveunoii HedocmamoyHocmvio PEKOMEHAAIMIA 110 JO3UPOBAHHUIO HET.

Crnocob npumenenns

Dochomuyun-TD npeonasnaver monvko O 6HyMPUCEHHO20 86edeHUs!

ITpomomxuTenbHOCTS HHGY3UHU TOJDKHA COCTABIATH HE MEHee 15 MHUHYT st 03Bl 2 T, HE MEHee
30 MuHYT A5 10361 4 T U He MeHee 60 MUHYT JUIs 10351 8 T.

Honycmumo 6600ums monvko npo3pauHvlii pacmeop 1eKapcmeenHozo npenapamal
HenpennamepeHHOEe BHYTpHApTEpHAIBHOE BBEICHHE JIGKAPCTBEHHOIO IMperapara, KOTOpoe He
PEKOMEHI0BAHO Ul BHYTPUAPTEPUAIBHOW TEpalMd MOXET IPHUBECTH K IOBPEKAAIOIIEMY
JEHCTBHIO.

Heobxooumo ybeoumncs, umo Qocgomuyun-TP 6600umcs moavko 6HympueenHo!

WHCTpyKIIMM 10 BOCCTAHOBJICHHIO M Pa3BEJCHHIO JIEKAPCTBEHHOrO IIperapara Iepej
IPUMEHEHHUEM CM. B paszerne 6.6.

4.3 IIpoTrnBonoKazanus
['Mnep4yyBCTBUTENIBHOCTE K JACHCTBYIOIIEMY BELIECTBY HWIIM K BCIIOMOTAaTeIbHOMY BEIIECTBY,
BXOJISIIIIEMY B COCTaB JIEKAPCTBEHHOIO Ipenapara (cM. paszaen 6.1).

4.4 Oco0ble yka3aHusi U MepbI MPEI0CTOPOKHOCTH NPH NPHMEHeHHH

Puck paseumus pesucmenmuocmu u Heobx00UMOCmMb KOMOUHUPOBAHHOT Mepanuu

B uccnenoBanusx in vitro GbUIO BBIABIEHO, YTO NPU MPUMEHEHUH (OCHOMMIMHA IPOUCXOIUT
OBICTpast cenexyusi pe3uUCMeHMHuIX MYMAHMHBIX WMAMMOE NAmMo2eHo6. B  KIMHHYECKUX
HCCIIEIOBAHMSAX TaK)Ke OBLIO YCTAHOBJIECHO, YTO IIPUMEHEeHHe (OCHOMHUIIHHA BHYTPUBEHHO B BHIE
MOHOTECpAIlMKM CBA3aHO C CENeKIMeH pe3ucTeHTHOH Mukpoduopel. Ilo  Bo3MoxHOCTH
PEKOMEHIyeTCs MPUMEHATh (POCHOMHUIIMH B COCTaBe KOMOMHHUPOBAHHOM aHTUOAKTEPHAIBHOM
TEpayH, YTOObI CHU3UTH PUCK CEJIEKIMU PE3UCTEHTHBIX IIATOr€HOB.

OzpanuyenHvle KIUHU4YeCcKue OaHHbvle

Knuuuveckue faHHBIE B MOAAEPXKKY HCIOJIB30BaHHs (ocHOMUIMHA BHYTPHBEHHO IS JICUEHHS
HEKOTOPBIX W3 IEPEYMCICHHBIX IOKAa3aHWM OrpaHMYCHbl BBHJY OTCYTCTBHS aJCKBATHBIX
PaHIOMU3UPOBAHHBIX KOHTPOJIMPYEMBIX HcciaenoBaHuit. KpoMe Toro, pe3yinbTaThl KIMHAYECKHUX
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HCIBITAHUN yOEeqUTENbHO He MOATBEPAMIH HH OJMH M3 HCCIETYEMBIX PEXHMOB JI03MPOBAHHA
$ochOMHIMHA [T BHYTPUBEHHOTO TPUMEHCeHMs. PekoMentyeTcs BIoupath (poedoMUIuH s
JeYeHHs  IEPEYMCICHHBIX  IIOKa3aHHH  TONBKO B Ciiydae, €CIM  HCIOJIB30BAHHEC
aHTHOAKTEPHATHHBIX MPENapaToB, PeKOMEHIYEMBIX JUlS NEPBOHAYAIBHOM TepanuH, IPU3HAHO
HeIes1eco00pa3HbIM.

Peaxkyuu eunepyyscmeumenbHocmu

IIpu Tepanuu (GOCHOMHUIMHOM MOTYT Da3sBHTHCS CEPBE3HBIC, MHOTZAA JICTAIBHBIC peaKyuu
2unepyyecmeumensHocmy, BKIIOYas aHaQMIAKCHIO W  aHaQUIAKTHYCCKHH — IIOK. [Ipu
BO3HMKHOBEHHM TaKHUX peakunuii HeoOXOIMMO HEMEUIEHHO NPEeKpaTUTh BBEJCHHE IIperapara
®ochomuruH-TD u DpUHATE aEKBaTHEIE 9KCTPECHHBIE MEPEHI.

Huapes, evizeannas Clostridioides difficile

IIpu Tepanuu pochomunmaom Habmonaercs passutue C.difficile-accoMIPOBAHHOTO KOIUTA (OT
JIETKOM CTENEHH TSXKECTH JI0 YTPOXKAMOLIEH JXM3HH) IpH Teparmud HocHOoMHIMHOM (CM. pasjern
4.8). BaxHO yYHTHIBATh 3TOT AHArHO3 y MAIIMEHTOB C JHapeeH, BOSHUKINEH BO BPEMsI HIIH I10CIIE
npumenenuss ®ochomunuaa-TO. B Takux ciydasx clieyeT pacCMOTPETh BOIPOC 00 OTMEHE
dochomunyna-TO u HasHaueHUH crenuduIecKoro nedenus nubexuuu, Be3BanHol C. difficile.
He cnenyer HasHAUaTh JIEKAPCTBEHHEIE IIPENapaThl, HHTHOUPYIOIIUE NePUCTATBTUKY KUIIIEYHUKA.
Ypoenu nampus u kanus, u puck nepezpysxu Hampuem

VYpOBHH HATpUS U KU JOJDKHBI PETYJIIPHO KOHTPOJIMPOBATHCSA Yy NALMEHTOB, IOJIyYaroIluX
(bochomunuH, 0cOGEHHO BO BPeMsI JJIUTEIILHOTO JICUEHHUSL.

VuutsBas Beicokoe coaepxanue Hatpus (0,32 r Ha 1 r pochomununa), cieyeT OUEHHTh PUCK
THIIEPHATPHEMHUH H II€PETPY3KH JKHIKOCTBIO Iepe/i Ha4aIoM JIEYEHHUs, OCOOEHHO Y IallMeHTOB C
3aCTOMHOM CepAeYHON HEIOCTATOYHOCTHIO MJIH COIIYTCTBYIOIIMMH 3a00JI€BaHHUAMHU, TAKMMH KaK
He()pOTHYECKHI CHHIPOM, IUPPO3 IE€YEHHU, TMIEPTOHHUS, THIEPAIBI0OCTEPOHU3M, OTEK JICTKHX
WM TUIIOATbOYMHHEMHSI, @ TAKXKe Y HOBOPOXKICHHBIX C 3a[ep)KKOM HaTpus. Bo Bpems IeyeHus
PEKOMEHYeTCs queTa C HU3KUM cofiepykaHreM HaTpusl. CiielyeT Tak)ke pacCMOTPETh YBEIIHUCHHUE
IPOJIODKATEBHOCTH HH(Y3UH H/WIM YMEHbILICHHE WHIUBUIYAILHOM 10351 (IIpH Oojee 4acToM
BBeZIcHUHU). DocHOMUIIUH MOXKET CHUXKATH YPOBEHb KU B CBIBOPOTKE MIIM ILIA3ME, IIOITOMY
HE00X0IUMO MOMHHUTH O KOPPEKIIHH YPOBHS KaJIusl.

TI'emamonozuueckue peakyuu (6K10Yas azpanynioyumos)

Coo0manoch O pa3BUTHH TIE€MaTOJIOTHYECKUX PpEaKIUi, BKIOYas HEHTPONCHUIO HIIH
arpaHyJIOLUTO3, y IAIMEeHTOB, MOJTydYaBIUX (OCHOMUIMH BHYTpUBEHHO (cM. paszen 4.8).
Cnenyer peryinsipHO KOHTPOJHMPOBATh JIEHKOLMTApHYIO (OpMYysly U IpH BO3HMKHOBEHHH
reMaTOJOrHYECKUX PeaKUi Ha3HAYUTh a/IEKBATHOE JICYCHHE.

Iloueuynas nedocmamoyrnocmeo

VY nanueHToB ¢ HapymEeHUSIMH (YHKIHH ITOYEK CIIEIyeT CKOPPEKTHPOBATh JI03Y B 3aBUCHMOCTH
OT CTEIIEHH NOYEYHOH HEeOCTAaTOYHOCTH (CM. pa3zen 4.2).

Cooepoicanue nampus

1 r dochomununa (3xBuBaneHTHO 1,32 I Ppochomuiaa HaTpHs) coaepkUT 320 Mr HaTpHs, YTO
SKBUBAJICHTHO 16% pexoMenayemoit BcemupHo# opranmsamueii 3apaBooxpanenus (BO3)
MaKCHMaJIbHOM CYTOYHOH [03Bl 2 T HaTpus s B3pocibiX. OOuH ()1akoH JIEKapCTBEHHOIO
npenapara @ochomunus-TO comepxut 640 mr Hatpus. MakcumanpHas cyrouHas 1o3a (24 r)
JIEKapCTBEHHOT O IIpenapara SkBuBasieHTHA 384% pexomenayemoii BO3 MmakcumanbHON CyTOUHOM
JI03bI HATPHSL.

®ochomunua-T® cuuraercs mpemapaToM ¢ BBEICOKHM COIEp)KaHHEM HATpUs. DTO CIEIyeT
Y4YMTBIBaTb, OCOOEHHO y TeX, KTO MPUAEPKHUBACTCS JUETHI C HU3KUM COJECpPIKAaHUEM COJIH,
HalpuMep, NAlMEHTHl, Y KOTOPBIX MOTpeOJIeHHe HATpUs SBISETCS MEIUIIMHCKON Ipo0ieMoii
(manMeHTsl ¢ 3aCTOMHOM CepIeYHOM HEeIOCTaTOYHOCTHIO, IOYEYHOW HEJ0CTaTOUHOCTBIO,
He()POTHUECKUM CHHAPOMOM H T.11.).

4.5 B3aumopaeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBLIMH MpenapaTaMd H Jpyrue BH/bI
B3aHMOJeHCTBUSA

VccnemoBaHusi 10 HM3YYECHHIO B3auMOJeHcTBUsS (ochoMulmHa C JAPYIHMMH JICKApCTBCHHBIMU
npernaparaMi He IPOBOJIHIIHCE.
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Baaumoeiictpus, cBasannbie ¢ aucbamancom MHO:

CoobImasoch O MHOTOYHMCIEHHBIX CllydasX IIOBBIIICHHS AKTUBHOCTH  NMEPOPAIBHBIX
AHTHKOATYJSIHTOB Y TIAIHEHTOB, MOy YaBIINX aHTHOAKTEPHABHYIO Tepanuio. PakTopaMy pucKa
SIBJATHCH TSOKECTh HH(EKIMOHHOTO M BOCTIAATENBHOTO IIPOLECCa, a TAKKe BO3pacT 1 obuiee
COCTOSHHE TarMeHTa. B Takux Ciydasx TpYyAHO OIpENeNHTh BIHMSHHE Ha JaucOaamHc
MEKIYHApOAHOro HopMmaau3oBanHoro orHomenus (MHO) camoi uHpEKIHE MK €€ JIEYCHHUS.
OmHAKO HEKOTOpHIE KIAacChl AHTHOHMOTHKOB BIMAIOT Ooiee aKTHBHO, B YacCTHOCTH,
(DTOPXMHOJIOHBI, MAKpOJIHMIBL, HKIMHBI, KO-TPHMOKCA30]1 H HEKOTOpble Le(haTOCTIOPHHBL.
Pexomennayercs konTpoiaupoBatb MHO Bo Bpems ©  BCKOpe IOCIE€ IPEKpAlICHHs
OJHOBPEMEHHOTO  NPUMEHEHHs  aHTHOAKTEpPUAIBHBIX  IIPENapaToB M NEpPOpPalbHBIX
AHTHKOATyJITHTOB.

Jononnumenvrule ceedenusi 06 ocobvix epynnax

Ceezienns O B3auMOAEHCTBHHM (OCHOMHUIMHA C IOPYTHMH JIEKAPCTBEHHBIMH IIpenapaTamu y
HAIUEHTOB 0COOBIX IPYII OTCYTCTBYIOT.

Hemu

HWccnenoBanus 110 H3y4EHUIO B3aUMOICHCTBHS C IPYTUMH IpenapaTaMy y JIETei He IPOBOAUIINCE.

4.6 PepTHIABHOCTH, 0€PEMEHHOCTD H JIAKTALHUS

Ebepemennocmo

JlaHHBIX O BHYTPHBEHHOM NpUMeHeHHH ¢ochomunrHa y OEpeMEHHBIX JKCHIIMH HeT.
®ochoMHUIH MPOHHUKAET Yepe3 mianeHTy. [1o JaHHBIM HCCIe0BaHHH Ha XHBOTHBIX IIPSMOTO
WM HENPSMOro HeOIaronpusTHOrO Bo3aeicTBHS (HocHOMUIIMHA HA PENPOAYKTHBHYIO CHCTEMY
He BeIBIEHO (cM. pasumen 5.3). @ochomunun-T® Mmoxer ObITH Ha3HaueH OepeMEHHBIM
JKEHIUHAM TOJBKO B CJIyd4ae, KOIJia OXKHJaemas I0jb3a Tepaluu I Marepd IPEBBIIIAeT
MIOTEHIIHAJIBHBIA PUCK IS IUIOJA.

Kopmnenue epyovio

[Tociie BBemeHus (ocdoMuiHa HEOONBIINE €ro KOJNYecTBa ObUIM OOHapy)KEHbI B IPYIHOM
Mojioke. JlaHHBIE O TNpUMEHEHHH (OocHOMHUIIMHA BO BpeMs TIPYJHOrO BCKapMIIMBAHUS
OTpaHUYEHBI, IO3TOMY €r0 He peKOMEH/IYEeTCsl Ha3HA4aTh B KAUECTBE TEPANUy IIEPBOM JIMHUH JITIs
KOPMSIIIIMX OJKEHINWH, OCOOEHHO IIPH BCKAapMJIMBAHMM HEJIOHOIIEHHOTO HOBOPOXKIEHHOTO
pebenka. Crieruuyeckoro pucka Jisi pedeHKa, HaXoAsIIerocs Ha rpyJHOM BCKapMIIMBAHUH, HE
BBISBJICHO, OJHAKO, KaK M IPH TNPUMEHEHHH JPYTUX AaHTHOUOTUKOB, CIEAYET YUYHTHIBATH
NOTEHIHAIBHBIA PUCK U3MEHEHHUs (IOPHI KUIIEYHHKA peOeHKa.

Depmunvrocmo

JlanHple O BIUSHUU HAa (PEPTHIBHOCTH Yy JIIOJEH OTCYTCTBYIOT. Y CaMI[OB M CaMOK KpBIC
nepopaibHoe BBeieHre hochomuipna B go3ax 10 1000 Mr/Kr/cyTku He CHUXKANIO (epTHILHOCTE
(cM. pasgen 5.3).

4.7 Bamsinne Ha crnocoOHOCTH YNPaBJATH TPAHCHOPTHBIMH CPeICTBAMH H pabdorarh ¢
MeXaHH3MaMH

CrnenuanbHBIX  MCCIENOBaHHM HE  INPOBOAWIOCH, HO  IAIMEHTBI  JOIDKHBI  OBITH
NPOMH(GOPMHUPOBAHEl O BO3MOXXHOM IIOSIBICHHHM CIYTAHHOCTH CO3HAHHS M aCTEHMH.
®ochomunua-T® MOXKET OKa3bIBaTh BIUSHHUE HA CIHOCOOHOCTH YNPABIATh TPAHCIIOPTHBIMH
cpeacTBaMH M paboTaTh ¢ MeXaHu3MaMu (cM. paszen 4.8).

4.8 HexkesaTeJibHbIE peaKIHU

Kparkoe onucanne npodumns 6e3onacHOCTH

HauboJiee yacTeIMH HEXeNaTeIbHBIMEA PEaKIUsIMUA BO BpeMs JiedeHUs HOCHOMHLIMHOM SIBIISIIOTCS
SpUTEMATO3Hasl KOXKHAs ChIllb, HAPYIIEHHEe HOHHOTO Oananca (cM. paszen 4.4), peakiuu B MeCTe
BBEJICHHSI, JUCTE€B3Ms U XKEJTyJA0YHO-KHIIEYHBIE paccTpoiicTBa. Jlpyrue BaKHBIE HEXKEJIaTeIbHbIC
peaKIi BKITIOYAIOT aHA()UIIAKTUYECKUH 10K, aHTHOMOTUK-aCCOLMMPOBAHBIA KOJIUT H CHHKCHUE
KOJIMYECTBA JICHKOIIUTOB B KPOBH (CM. paszzien 4.4).




CBOJIHBII CITUCOK HEXXEIATeTbHBIX PEAKIUN

HexernaTenbHble Peakiliy PUBEIEHE! B COOTBETCTBHH C CHCTEMHO-OPTaHHOH KiIaccuuKanyei u
4acTOTOH BCTpedaeMOCTH. IIpy yKa3aHHH YaCTOTHI MCIIOJB30BAHBI CIICYIOIIME KATCIOPHH: OUCHb
qacto (>1/10), wacto (>1/100, <1/10), mewacto (>1/1000, <1/100), pemxo (=1/10000, <1/1000),
ouenb penko (<1/10000), wyacrora Heu3BecTHa (HMCXONI M3 HMEIOLIMXCA JAHHBIX, 4YacTOTY
BO3HMKHOBEHHs OIIPEJCIUTh HEBO3MOXKHO). B mpenenax Kak[moW YacTOTHI HEXCJIATEIbHBIC
peaKIuy yKa3aHbl B IIOPSIKE YMEHBIICHUS Cephe3HOCTH (Tabnuna 4).

Tabmuua 4. HexxenarenpHble peakiyu

CucremHo-opransblii kjaace | Yacrora HesxenateabHble peakmun
Hapymenus co cTopoHBI YacTOTa HEM3BECTHA | TPAH3UTOPHBIA arpaHyJIolMTO3,
KPOBHU H JIUM(aTHIECKOH JeHKONEeHus, TPOMOOLIUTOIIEHHS,
CHCTEMBI HEUTPOIIEHHS

Hapymenus co cTopoHbI O4YEHb PEJIKO aHauIaKTHYECKHE peaKIuH,

BKJIFO4Yast aHa(bunaKanecxnﬁ IIIOK H
THIICPYYBCTBUTCIIBHOCTD (CM. paszaci

MMMYHHOH CHCTEMBI

4.4)
Hapymenwus co cTopoHBI 4acTo JIACTEB3HUs
HEPBHOU CHCTEMBI HEYacTo royioBHas 60J1b
XKenynouHo-kummeyHsre HEYacTo TOIIHOTA, PBOTA, THApes

HapyIICHHs

JacTOTa HEU3BECTHA

NCEBIOMEMOPAHO3HbBIA  KOJIMT  (CM.
pazzen 4.4)

Hapymenus co cTopoHsl
IIEYECHHU M HKEITIEBBIBOIAIIUX
nyTen

HEYaCTO

TPaH3UTOPHOE HOBBIIICHHE
aKTHBHOCTH IENO4HOM (ocdarasbl,
IIOBBIIICHHE aKTUBHOCTH
tpancamuHaz  (AJIT, ACT) wu
NOBBIIIIEHHE  AKTUBHOCTH  ramMMa-
Ty TaMUJITPAHCIIECITHIA35]

JacToTa HCU3BECTHA

I'CIIaTUuT

Hapymenus co ctopoHsl
KOXXH U ITIOOKOKHEIX TKaHEH

qacTo

OPUTEMATO3HBIC BBICHIITAHUS

HEYaCcTo

CBIIIb

YacTOTa HEM3BECTHA | QHTHOHEBPOTHYECKUH  OTeK,  3y/,
KpanMBHHUIA
OOuue HapyIIeHUs 1 4acTo ¢1eOuUT B MeCTE BBEICHUS
pEaKIH B MECTE BBEIECHUS HEYacTo acTeHUus
JlaGoparopHble U 4acTo TUIIEPHATPUEMHS],  THIIOKAIHEeMus™

HHCTPYMCHTAJIbHBIE JaHHBIC

(cM. pazzen 4.4)

* cMOTpH pa3jen Hike (ONHCaHue OTAENbHBIX HeXellaTeIbHbIX PeaKIHii)

Onucanue omoenvHblX HedlcelamenbHblX PeaKyuil

I'unoxanuemMusi MOXXET MPUBECTH K OOIIMM CHMITOMaM, TaKUM Kak claboCTh, YCTaJOCTh WM
OTEKM W/MIIM MBIIIEYHBIE MoAepruBaHus. Tspkenbie GOpMBI MOTYT BBI3BATh THIOPE(IEKCHIO U
HapyILICHUE CEpACYHOro pUTMa. ['MmepHaTpHeMHs MOXET BBI3BIBATH THUIICPTECH3UIO U TaKHE
NpU3HAKU THUIIEPBOJIEMUH, Kak oTeK (cM. pazuen 4.4). Tsokensle (GopMbl MOTrYyT BBI3BATh
CIIyTaHHOCTb CO3HAHHUs, TUNeppedIIEKCHIO, CyIOPOTH U KOMY.

IIpoyue ocobuvle nonynayuu

Hemu

Jlaunele o Ge3omacHOCTH npuMeHeHHs GochOMUIIMHA Yy JeTell orpaHHYeHbl. MOXHO 0KHIaTh,
YTO YaCTOTa, THIT ¥ TSHKECTh HEXeJaTeIbHBIX peakuii OyayT aHaJIOTHYHBI TAKOBEIM Y B3POCIIBIX.



Coobuenue 0 nodo3pesaemulx HeACeNamesibHblX PeaKyusix

BaxxHo coobmarhk O II0J03PEBAEMBIX HEKEIaTENIbHBIX pEaKIUsAX IOCIC PErucTpanii
JIEKapCTBEHHOTO IIpernapaTa ¢ Helblo obecrnevenus: HenpepbIBHOI0 MOHHTOPUHIA COOTHOMICHHA
«II0JIB3a-PHUCK» JICKAPCTBEHHOT'O IIpernapara.

MemuiuackuM pabOTHHKaM pPEKOMEHJyeTcss coo0WaTh O MOJO03PEBACMBIX HEKENATEIBHBIX
PEaKIMAX JIeKapCTBEHHOTOo TMperapara 4epe3 HAIMOHAIBHBIE CHCTEMBI COOOMIEHHA O
HEXENaTeNbHBIX PEAKIMAX TOCYAapCTB-WICHOB EBpazuiickoro 9KOHOMHYECKOro coro3a.
Pecny6iiuxa Benapyce

220037, r. Musnck, ToBapuieckuii nep., 2a

VII «L{eHTp 3KCHEpTU3 U UCIIBITAHUHI B 3IpaBOOXPAHECHU)

Tenedon ornena papmakonanzopa: +375 (17) 242-00-29; dakc: +375 (17) 242-00-29
DOnektpoHHas moura: repl@rceth.by, rceth@rceth.by

http://www.rceth.by

4.9 Ilepeno3upoBka

Cumnmomvl

JlaHHBIE OTHOCHTENBHO IEpeno3upoBKH (ochomummna orpanuyensl. Coobmanock o ciydasx
TUIIOTOHHH, COHJIMBOCTH, HApYIUEHHS OJIEKTPOJIUTHOro OayjaHca, TPOMOOLMUTONCHUH H
TUIIONIPOTPOMOUHEMHH IIPH IIAPEHTEPAIBHOM IIPUMEHEHHH (pochoMHIMHA.

Jleuenue

B cinydae mepeIo3UpOBKH HEOOXOAMMO KOHTPOJMPOBATH COCTOSHME ManmueHTa (0coOeHHO
YPOBEHb DJJIEKTPOJIUTOB B IUIA3ME/CHIBOPOTKE KPOBH) M IIPOBOJMTL CHMIITOMATHYECKOE U
IO/UIep)KUBAIOIee JiedeHne. PeKOMeHAyeTcss BOCCTaHOBJICHHE BOJHOro OajaHca, 49TO
CIIOCOOCTBYET BBIBEICHHIO JIEKAPCTBEHHOro mpemapara ¢ Modoi. @ochomunus 3(PeKTHBHO
BBIBOJUTCS M3 OPraHH3Ma [IPH FeMOHAM3E CO CPEAHIM MIEPHOJIOM TTOJTYBBIBEICHHS IPUMEPHO 4
Jaca.

5. PAPMAKOJIOT'MTYECKHE CBOMCTBA

5.1 ®apmakoguHaMHYecKHe CBOICTBA

(dapmakoTepaneBTHYECKasi rpynna: AHTHOAKTepHaIbHBIE MTpenapaThl CHCTEMHOIO JIEHCTBHS.
[Tpoune anTUGaKTEpUATHHBIE TIPENIAPATHL

Kox ATX: JO1XXO01.

Mexanuzm Oeiicmeus

@ochomunH OKa3zpIBaeT OaKkTepHUUAHOE HEHCTBHE Ha NpoJM(epHpyIOIHe [aTOreHHbIE
MHKpPOOPTaHU3MBI, NpenoTBpamas (epMeHTATHBHBIA CHHTE3 KIETOYHOH CTEHKH OaKTepHi.
®ochomuuH HHrHOHPYET MEPBYIO CTAAUIO CHHTE3a KJIETOYHOW CTEHKH OakTepuu, OGIOKMpYys
CHHTE3 NENTUIOTINKaHA.

@ochoMHIIUH aKTHBHO TPAHCIOPTUPYETCS B OaKTEpUABHYIO KJIETKY 4Yepe3 JIBe pa3jInuHbIC
TPaHCIIOPTHBIE CUCTEMBI: SN-IIUIEepoi-3-pocdar u rekcosza-6.

Bsaumoceazv gpapmarkoxunemuueckux/papmaxoounamuueckux (PK/DJ]) napamempos
OrpanuueHHBIE JaHHBIE YKA3bIBAIOT HA BEPOSITHYIO 3aBUCHMOCTH BO3/1€HCTBUS (hochOoMHUIMHA OT
BpPEMEHH.

Mexanusm pesucmenmnocmu

OCHOBHBIM MEXaHHU3MOM pPE3UCTEHTHOCTH SBJIAETCS XPOMOCOMHAs MYTaIlUsi, BBI3BIBAIONIAs
U3MeHeHHe OaKTepHaJbHBIX CUCTEM TpaHcnopra ¢ochomunuaa. Jlpyrue MexaHU3MBbl
PE3MCTEHTHOCTH, IEPEAAIOIIHEcs IIOCPEACTBOM IUIA3MHUJ WM TPAHCIIO30HOB, BBI3LIBAIOT
(GepMeHTaTHBHYIO HWHAKTHUBAIMIO (OCHOMHUIMHA IYyTEM CBA3BIBAHUS €r0 MOJEKYJbI C
TJIyTaTHOHOM MJIM IyTEeM pacluervieHus yriiepoa-pochopHoii cBs3u B Monekye GpochomMuuna
COOTBETCTBEHHO.

Ilepexkpecmnas pe3aucmenmnocmo

[lepexpecTHast pe3UCTEHTHOCTH MeXIy (HOCHOMUIIMHOM M aHTUOHMOTHKAMHU JPYIHX KIIACCOB HE
yCTaHOBJICHA.



[ozpanuynvie 3HAUEHUS MUHUMATNLHIX UHZUOUPYIOUJUX KOHYEHMPAYUl (MUK)

EBpOneicKkuM KOMHTETOM IO ONpPEIEICHHIO YyBCTBHTEIBHOCTH K antubuorikam (EUCAST,
Bepcust 12 ot 01.01.2022 r.) 1 ompesieieHus. YyBCTBUTENBHEIX W PE3UCTCHTHBIX N1aTOrCHOB
ycranoByensl norpaanyunsie MUK dochomunnna (171 BHyTPHBEHHOTO BBeeHus) (Tabnmna S).

Ta6muua 5. TlorpaHndHbIe 3HAYEHUS JUTs HHTeprpeTaiwy 3Hadennin MUK (EUCAST*, Bepcust 12.0,
ot 01.01.2022 1.)

Mukpoopranu3Msel { YyBCTBUTEIBHOCTD, MI/JI | Pe3ucreHTHOCTB, MI/II |
Enterobacterales | <32 | >32 ]
Staphylococcus spp. | <32 | >32

* EUCAST — Eponeiickuii KOMHTET IO TECTHPOBAHUIO HYBCTBHTENHHOCTH K AHTUMHMKPOOHBIM JIEKapCTBEHHBIM
npenaparam, http://www.eucast.org.

YyecmeumenvHocms

PacripocTpaHeHHOCTE IPHOOPETEHHOH PE3UCTEHTHOCTH OTAEIBHBIX BUIIOB MOXKET BAPbUPOBATHCS B
pasHBIX reorpad@U4YecKuX PEerHoHax M C TEUCHHEM BPEMEHH, II09TOMY PEKOMEHIYeTCs HMETh
JIOKIBHYIO HH(POPMAIIUIO 110 PE3UCTEHTHOCTH, OCOOEHHO IIPH JICYEHUH TSDKENIBIX HHPEKIUH.
[IpuBeneHHass HUXXe HHGOpPMALMs NaeT JHMIIb NPUOIU3UTENBHBIE YKa3aHUS OTHOCHTEIBHO
BOCIIPUUMYHBOCTH MUKPOOPTaHU3MOB K (hOCHOMHUIUHY.

OO0BIYHO YYBCTBHTEJIbHbIE BHBI:

AdpoOHBIE IPaMITOIOXKUTEIbHBIE MUKPOOPraHU3MBI:

Staphylococcus aureus.

AbspoOHBIE TpaMOTPHIIATEIHFHBIE MUKPOOPTaHU3MBI:

Citrobacter freundii;

Citrobacter koseri,

Escherichia coli;

Haemophilus influenzae;

Neisseria meningitidis,

Salmonella enterica.

Anas’poOHBIE MUKPOOPTaHU3MBI:

Fusobacterium spp.;

Peptococcus spp.;

Peptostreptococcus spp.

Buapl ¢ npuoOpeTeHHoi pe3HCTeHTHOCTHIO:
A3poOHBIE TPaMITIOJIOKUTEIBHBIE MUKPOOPTaHH3MBI:
Staphylococcus epidermidis;

Streptococcus pneumoniae;

Enterococcus spp.

AnpobHbIe TpaMOTpHUIIATEIbHBIE MUKPOOPTaHH3MEI:
Enterobacter cloacae;

Klebsiella aerogenes;

Klebsiella oxytoca;

Klebsiella pneumoniae;

Proteus mirabilis;

Pseudomonas aeruginosa;

Serratia marcescens.

AHa3po0OHBIE TPaMIIOJIOKHTETHHBIE MHKPOOPIraHU3MBIL:
Clostridium spp.

Buabl ¢ npupoaHoii pe3HCTeHTHOCTHIO:
AspoOHBIE IPaMIIOJIOKUTENBHBIE MUKPOOPTaHH3MBL:
Staphylococcus saprophyticus;



Streptococcus pyogenes.

AspoGHbIe rpaMOTpULATENbHBIE MUKPOOPraHH3MBI:
Legionella pneumophila;

Morganella morganii,

Stenotrophomonas maltophilia.

Anaspo6HbIe rPaMOTPHIATEIbHEIE MUKPOOPTaHU3MBL
Bacteroides spp.

Jlpyrue MUKpOOPTaHHU3MBI:

Chlamydia spp.;

Chlamydophila spp.;

Mycoplasma spp.

5.2 ®apmakoKHHEeTHYECKHE CBOICTBA

Abcopbyus

ITocine OJHOKPAaTHOrO BHYTPUBEHHOrO BBeJeHHS 4 T M 8 I dpochoMULMHA MOTIOJBIM 310POBBIM
MYXUHHAM MAaKCHMaJbHble KOHIEHTparuud B CHIBOPOTKE (Cmax) cocTaBumm okono 200 u
400 MKT/MII COOTBETCTBEHHO. [lepro 1 MOTyBEIBEAEHHUS U3 CBIBOPOTKH COCTABUII OKOJIO 2 YacoB.
V NOXHIBIX WK TSKET000IBHBIX MYXXUHH U JKEHIUH OJHOKPATHOE BHYTPUBEHHOE BBEJCHUE
8 r pochomuIHA TPUBOJHIIO K CPETHUM 3HAUEHHUSIM Cmax ¥ IEPHO/TY [10JIy BHIBEACHUS U3 ILIa3MBbI
ok0510 350-380 Mkr/mi u 3,6-3,8 yaca COOTBETCTBEHHO.

Pacnpeoenenue

Kaxymuiics 06beM pacnpenenenus dochomurmna coctapusier okono 0,30 /kr macesl Tea.
®ochOoMHITME XOPOIIO MPOHUKAET B TKAHH OpraHu3Ma. Beicokue KOHIEHTparuH GpochoMuuHa
JIOCTHTalOTCs B TKaHSAX IJla3a, KOCTSX, PaHEBOM CEKpeTe, MYCKYJaType, KOXeE, IOIKOKHOM
KJIETYaTKE, TKAHSAX JIETKHX M OJKEeT4d. Y MAlMeHTOB C BOCHAJCHHEM MO3rOBBIX 000JI0YEK
KOHIIeHTpanusi (pocGoMHUIMHA B CHMHHOMO3TOBOH JKHIKOCTH JOCTHIAET OKOJIO 20-50% ot
COOTBETCTBYIOIIUX  CHIBOPOTOYHBIX  KOHIEHTpauuid. DocHoMHIMH  IPOHHKAET  uepes
ianeHTapHsli 6apsep. HeGomnbiuue KommdyecTBa ObUTH 0OGHAPYXKEHBI B IPYIHOM MOJIOKE (OKOJIO
8% OT CHIBOPOTOYHO# KOHIIEHTpauH). CBs3bIBaHUE C O€IKaMH IJ1a3Mbl HE3HAUYUTEIIBHOS.
Buompancgopmayusa

®dochoMuIMH He METabONM3UPYETCsl TEYCHBIO W HE IOABEPraeTcsl SHTEPOrernaTHYeCKOi
LMPKYJSIUM, TOJTOMY aKKyMyisuus (ocoMHIMHA Yy TNANUMEHTOB C  [EYECHOYHOM
HEJIOCTATOYHOCTBIO HE IPEI0JIaraeTcsl.

Inumunayus

80-90% ¢ochomuirHa, BBOJUMOTO 30POBEIM B3pOCIBIM AOOPOBOIBLAM, BHIBOAUTCS MOYKAMH B
TeyeHue 12 4YacoB MOCJI€ OJHOKPATHOTO BHYTPUBEHHOTo BBejieHHA. Hebonbimoe KOIH4YecTBO
anTrOHOTHKA BeIBOUTCA ¢ pekamuamu (0,075%). @ochomunus He MeTabOIU3UPYETCs, 3HAYMT,
BBIBOJUTCS B BHIE OHOJIOTHYECKH AKTHBHOTO COCIUHEHHS. Y IALMEHTOB C HOPMAJIBHON
(GyHKIHEH MOYeK, KaKk M y MAlHEeHTOB C JITKOM WM YMEPEHHOH CTeNeHBIO I0YEYHOU
HeIOoCTaTOYHOCTH (KiMpeHC KpeaTuHuHa >40 mi/mMuH), okoino 50-60% obwmel 10361
(dochomMuIHHA BEIBOJUTCS B TEYEHUE TEPBBIX 3-4 4acoB.

Jlunetinocms

dapmakxokuHeTHKa (hocHoMHULIMHA IMHEHHA [10CIIe BHYTPHBEHHOTO BBEJICHHS B TEPAIIEBTHYECKUX
J1032aX.

dapMaKOKHHETHKA B 0COOBIX KIIMHUYECKUX CITydasix

JlaHHBIE OTHOCUTENBHO (PapMAaKOKUHETUKU B OCOOBIX IpyINIax NarueHTOB OYEHb OIrPaHUYEHBI.

Y nooicunvix nayuenmog npu HOpMaIbHON (YHKIIMH TTOYEK KOpPpEeKIHs N03bl He Tpebyetcs. Tem
He MeHee, He0OX0JMMO OIIEHUTh NMOYECYHYIO (PYHKIMIO U YMECHBIIUTD 103y, €CJIU €CTh IPU3HAKH
MI0YEYHOM HEIOCTATOYHOCTH (CM. paszaen 4.2).

ITayuenmul ¢ HapyweHUAMU PYHKYUU NOYEK

V nanuMeHToB C HapyIIeHUSMH (QYHKIMM TI0YEK IEPHOJ IOJYBBIBEICHHS YBEIHUMBACTCA
TPOIIOPIHOHATHEHO CTETICHH MOYEeYHOH HEeJ0CTaTOYHOCTH. [lannenTaM co 3HaUYCHUSAMH KIMpEHca
kpeaTrHuHa 40 MJI/MUH WM MeHee TpeOyeTCst KOPPEKIMs 10351 (cM. paszien 4.2).




VMeroTcs JaHHBIE UCCIIENOBAHMs C ydacTHeM 12 ManueHTOB, HaXOJAIMXCs Ha HENpepbIBHOM
BeHo-BeHO3HO remodmisrTpanun (HBBI'®) ¢ remodpuinbTpamu u3 HOJIMATUIICHCYIb(GOHA ¢
IomaaBio MeM6pan 1,2 M? 1 cpejHell CKOpOCTHIO yIbTpahuiIbTpau 25 MJ/MHH. B onucaHHbIX
KIMHHYECKHX YCJOBHSX CPEJHHE 3HA4YCHHs KIMPEHCAa M IEPHOJA IMOJYBBIBEACHUS B ILIA3ME
coctasiistid 100 MyI/MUH U 12 4acOB COOTBETCTBEHHO.

ITayuenmol ¢ HapyuleHUAMU PYHKYUU neyeHu

V DNalHeHTOB ¢ IEeYeHOYHOHW HEJ0CTaTOYHOCThIO (apMakokuHeTHka (ocdomuimua He
H3MEHSETCs, II03TOMY KOPPEKIHs 03kl He TpeOyeTes.

Jemu

dapmakokuHeTHKa hocGoMHUIMHA Y AeTel W MOJPOCTKOB B Bo3pacTe oT 3 1o 15 Jer, a TakKke y
JOHOIIEHHBIX HOBOPOXKIEHHBIX C HOPMAIHON (yHKIHEH II0OUEK B IEIOM CXO/iHA C TAKOBOH Yy
3I0POBBIX B3pOCHBIX. OHAKO y HOBOPOXKACHHBIX M JeTei 1o 12 MecsueB ¢ HOPMAlbHOH
dyHKIMEH TOYeK CKOpOCTh KIyOOuKoBOW (uiubTparmu (H3HOIOTHYECKH Oojee HU3Kas II0
CpPaBHEHMIO ¢ JETBMH cTapiue 12 MecsumeB H B3pOCHBIMH. OTO OOYCIOBIMBACT YUIMHEHHE
TIepUO/a OJTyBEIBeACHUS (POCHOMHUIIHA B 3aBUCUMOCTH OT CTa{HM CO3PEBAHMSI MOYCK.

5.3 lanubie JOKJIHHAYECKOI 0e30macHoCTH

CoriacHO [JOKJIMHHYECKHM JaHHBIM, OCHOBaHHBIM Ha CTaHJAPTHBIX HCCIICI0BAHMAX
(bapmakooruyeckoit 6€30nacHOCTH, TOKCHYHOCTH IIPY IIOBTOPHBIX 033X, FTCHOTOKCUYHOCTH HIIH
PENpPOAYKTUBHOM TOKCHYHOCTH, 0COO0M ONaCHOCTH UL YEJIOBEKA HE YCTAHOBJICHO.

JlaHHBIE O KAQHIIEPOT€HHOCTH IIPH IIPUMEHEHHH (OoCcHOMHILIHA OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1 Ilepedens BcmoMoOraTe/bHbIX BelIECTB
SlatapHas kucnoTa (s koppexkuuu pH).

6.2 HecoBMecTHMOCTD

HecMOTpsi Ha OTCYTCTBHE MaHHBIX O XHMHYECKOW/(papMaleBTHYECKOH HECOBMECTUMOCTH
dochomunMHa, MTAHHBIA JIEKAPCTBEHHBIM IIpernapar He CIeIyeT CMEIIMBaTh C JAPYTUMH
JIEKApCTBEHHBIMH IpEIapaTaMH, 3a HCKIIIOUeHHEM YIOMSHYTHIX B paszene 6.6.

6.3 Cpok rogHocTu (CpoOK XpaHeHHs)

3 roza.

Cpok 200HOCMU U YCI06Us XpaHeHUus Nocie 60CCMAHOGNEHUS U PA36eOeHUs IeKAPCMBEHH020
npenapama

JlexapCTBEHHBIH ITperapaTr, BOCCTAHOBICHHBIN BO ()JIaKOHE C IMOMOINBIO BOJIBI I HHBEKIHIA B
ACENTHYECKUX YCIOBHSIX, COXPAHSET CBOIO (DU3UYECKYIO M XHMHYECKYIO CTaOMJIBHOCTH IIpH
XpaHEHUH B 3alUIICHHOM OT CBeTa Mecte npu temneparype 25 °C B Tedenue 24 4acos.

C MuKpOOHONOrHYECKOH TOYKH 3pEHHs JIEKApCTBEHHBIM Ipenapar CieayeT IPUMEHSThH
HEME/JICHHO, HHAYe OTBETCTBEHHOCTD 3a BPEMSI M YCIIOBHS XPaHEHMs B IPOLECCE NPUMEHCHUS
BO3JIaraeTcsi Ha NoTpeOuTeIIs.

JlexapCTBEHHBIN IpenapaT, BOCCTAaHOBJICHHBIH BO (lakoHe ¢ MOMOINBI0 5% pacTBOpa IIIFOKO3BI
it uHQy3uit wm 10% pacTBopa IIIOKO3E! Uit HHGY3UH B aCENTHUYECKHX YCIOBHSX, IOIEKHUT
JaJIbHEHIIEeMy pa3BeACHHIO HenocpeoCnEeHHO nocie 60CCMAaH0BIeHUS.

Pazeedennvie 0ns ungysuu pacmeopvbl He0bOX00UMO NPUMEHSAMb HeNnoCcpeoCmEeHHO nocie
npuzomoenenus!

6.4 OcoObie MepbI PEAOCTOPOKHOCTH NPH XPAHEHHH

XpaHuThb npy Temreparype He Boime 25 °C.

VenoBus XpaHeHHs IOCIe BOCCTAHOBIECHHS M Pa3BeICHHUs JIEKapCTBEHHOIO Hperapara CM. B
paznene 6.3.
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6.5 Xapakrep U cojiepKaHHe MEPBUYHON yIIAKOBKH

2,0 T ¢ochomunuHa Bo (IakoHaX I HMHBEKIHH H3 JIHMTOTrO 6ecupetnoro _crexia, 111
TUJIPOJIATHYECKOTO Kitacca 00BbeMoM 20 Ml

®nakoHbI YKYIIOPUBAIOT IIPOOKaMHU PE3HHOBBIMU M OOKATHIBAIOT KOJIAYKaMK aIIOMHHHEBBIMA C
IJIaCTMAcCoBOM KpbimKkon ¢ MmapkupoBkoit «FLIP OFF» unu 6e3 MapKupOBKH.

Io 5 pIaKOHOB BMECTE C JICTKOM-BKJIA/IBIIIEM B ITAUKe U3 KOPOOOYHOTO KapTOHa.

[TIo 25 (G7aKOHOB BMECTE C JIMCTKAMHM-BKIAJBIIIAMH B KOpOOKE M3 KOpPOOOYHOro KapTOHa
(ymakoBKa JUIsi CTallHOHAPOB).

6.6 OcoGble Mepbl NPEIOCTOPOKHOCTH NPH  YHHYTOKEHHH  HCIOJIb30BAHHOIO
JEKAPCTBEHHOr0 IMpenapara MWJIH OTXO[0B, IOJy4YeHHBIX I0cjde TNPHMEHEHHs!
JIEKAPCTBEHHOI0 Npenapara Wi padoTbl ¢ HUM

Bech ocTaBmIMiics JIEKApCTBEHHBIN MpenapaT ¥ OTXObI CIeyeT YHUYTOXKHUTh B YCTAHOBJICHHOM
IOPSTIKE.

IIpasuna npuzomogneHus u 66e0eHus pacmeopa

ITepen BBemeHueM JiekapcTBeHHBIN mpenapaT @ochomunus-TO HEOOXOAMMO BOCCTAHOBUTH H
pasBecTH. B kauecTBe pacTBOpHTENEH ISl BOCCTAHOBIICHUS MOTYT OBITH HCIOIB30BAHEI BOJA IS
HHBEKIHH, 5% pacTBop riroK036! Wist HHGY3uit win 10% pacTBop rioKko3sl 11t uH(y3uid. Henvss
UCNONIBb306AMb  PACMEOPUMENY,  COOepICawjue HAMPUs XA0pUO, U3-3a  OONOJIHUMENbHOU
Hampuegol Hazpy3ku (cm. pazoen 4.4)!

Boccranopnenue

Heo0x0auMo BCTPSIXHYTH (PIaKOH 10 BOCCTAHOBIIEHHS, YTOOBI pa3phIXJIMTh MopoioK. Bo diakon
¢ 2 r JeKapcTBEHHOro mpemnapara a00aBuUTh 20 M1 pacTBOPHUTENS B ACENTHYECKUX YCIOBHSIX.
TmaTensHO BCTPSIXHYTH JI0 TIOJIHOTO PACTBOPEHHUSI.

IIpu pactBopeHuu nexapcrBeHHoro mnpenapara @ochpomunun-TO Bo3MOXKHA IK30TepMHUYECKAs
peaxuus.

Boccmanoenennvle pacmeopbl Helb3s npumeHamy O uHgy3uu!

JlexapCTBEHHBII TperapaT, BOCCTAHOBJIEHHBIH BO (pJlakOHE ¢ MOMOIIBIO BOJBI JUI MHBEKIMI B
ACENTHYECKUX YCJIOBHSX, COXPAHSET CBOIO (U3MYECKYI0 M XHMHUYECKYIO CTaOMIBHOCTH IIpH
XpaHEHUH B 3aIIUIIECHHOM OT cBeTa MecTe npu temueparype 25 °C B Tedenue 24 4acos.

C MuKpOOHOJOrMYEeCKOH TOYKH 3peHHs JIEKapCTBEHHBIH IIpemapar ClefyeT IPUMEHSThH
HEMEJICHHO, UHAYe OTBETCTBCHHOCTD 32 BPEMS U YCJIOBHS XPaHEHHUsS B IPOLECCE IPHUMEHEHHS
BO3JIaraeTcs Ha MOTPeOHTEIIS.

BoccTranoBieHHBIH pacTBOp BO (hiakoHE JODKEH OBITH MPO3pavyHbIM OECIIBETHBIM HMIIHM CBETJIO-
JKEJITOrO IIBETA.

JlexapcTBEHHBIH IpenapaT, BOCCTAHOBJICHHBIN BO (IakOHE ¢ MOMOIIBIO 5% pacTBOpa IJIOKO3bI
nst uagy3uit unmu 10% pactBopa rIoKo3s! A1t HHPY3Ui B aCENTUYECKUX YCIOBUAX, HOMTCHKUT
JadbHEHIIEMY pa3BeCHUIO HEIIOCPEICTBEHHO 110CIIEe BOCCTAHOBIICHHSL.

Pa3penenue

JIi1s IpUrOTOBNIEHHS pacTBOpa Il HH(Y3HUH MOXKHO HCIOJIB30BAThH CIEAYIONIME PACTBOPHTEIIN:
BOJA JUIl MHBEKIHH, 5% pacTBOop rimroko3sl it uHOy3uit wmm 10% pacTBOp INIIOKO3BI IS
UHQY3UH.

BoccranoBnenHoe coxepxuMoe (akoHa 2T IEpeHOCAT B HH(Y3HOHHBIA KOHTEHHEp,
conepxkaiuii 30 MJI COBMECTUMOTO PACTBOPHTEIIS.

[Ipu nHOY3UM 10361 4 T COOTBETCTBYIOLIEE KOJTUIECTBO BOCCTAHOBIEHHOTO PACTBOPA PACTBOPSIOT
B COBMECTHMOM pacTBOpHUTEIE 10 KOHeYHOro oobema 100 mur.

IIpn mHQy3uM 103 CBhIIE 4T COOTBETCTBYIOIEE KOJMYECTBO BOCCTAHOBJICHHOI'O PacTBOpa
PacTBOPSIIOT B COBMECTUMOM PacTBOPUTENE 10 KOHEYHOro oobema 200 mur.

Pa3Benenubni ans uHQY3HMH pacTBOpP JODKEH OBITH IPO3pauyHbIM OECHBETHBIM MM CBETJIO-
’KEJITOro IBETa.

Pazsedennvie 01 ungysuu pacmeopvl HeobOX00UMO NPUMEHAMb HeNnoCpeoCmEeHHO nocie
npucomognenus!
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6.7 YcaoBus oTiycka
Ilo peuenty Bpaya.

7. IEP2KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
COOO «Tpaiimn®apm», Pecnybnuka bemapycs, 223141, Munckas o6m., r. Jlorofick,

yi1. Munckas, 1. 2b.
Teun./pakc: 8-01774-43181.
DnekTponHas moyra: triplepharm@gmail.com, gvp.triplepharm@gmail.com.

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHUS
9. TATA NEPBHYHOM PETMCTPAIIMUA (IIOATBEPXIEHUSI PEITMCTPAIIMH,
IHNEPEPEI'MCTPAIINN)

Hata nepBu4HOM peructpanuu: 6 nexabps 2021 r.

10. IATA IIEPECMOTPA TEKCTA
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