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(MOCNEQOBATENEHOCTES 0003)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOT O TIPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kcapenro, 1 mr/mi, rpanysasl A1 IPUTOTOBICHUS CYCIICH3UU AJIs IpUeMa BHYTPb Ui JETEH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JlelicTBy1ol1IIee BEIECTBO: PUBAPOKCAOaH.

B 1 rpamme rpanyn copepxkutcs 19,7 Mr puBapokcabana MUKpPOHU3UPOBAHHOTO.

[Tocne pa3Benenus 1 mil cycrieH3uH cOAepKUT | Mr puBapokcabaHa MUKPOHU3UPOBAHHOTO.
Onun ¢makoH oobemoM 100 M conepKUT pUBapoKcabaHa MUKPOHU3UPOBAHHOTO 51,7 Mmr.
Onun drnakoH o6bemoM 250 M1 cofepKUT puBapokcabana MUKpoHu3upoBaHHoro 103,4 mr.

BemecTBa, Hanmuue KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOI'O Mperapara: HaTpHs
oenzoar (E 211) (cm. pasnen 4.4).

[TonHbIii IepeyeHsb BCIIOMOTATEIbHBIX BEIIECTB NMPUBENICH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

['panybl 11st IPUTOTOBIICHUSI CYCIICH3UU IS IPUEMa BHYTPb JIJIsl JETEH.
I'panynel oT Genoro 10 moutu 6e10ro 1BeTa.

CycrnieH3ust Henmpo3payHas OT 0€JI0To J0 MOYTH OeJIoro IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusi K NPUMEHECHHIO

Kcapenro nokasaH kK NpUMEHEHUIO y IOHOUIEHHBIX HOBOPOXKJIEHHBIX, JIe€TE€H TPYJIHOTO BO3pacTa U
MJIQJICHLIEB, JIeTel U MOJPOCTKOB B Bo3pacTe 0 18 yeT [uid jJedyeHus: BeHO3HOH TpomOoaMOomuu
(BTD) u mpodunaktuku penunnBoB BTD nocne He meHee 5 nHeW HadaabHOH MapeHTepaibHOU
AHTUKOAryJITHTHOM TE€panuH.

4.2. PesxuM 103MpPOBAHMSA M CIIOCOO MPUMEHEHHUSs

PexxuM 103upoBaHus

Tlooxooswas 0oza

I[o3a 1 9aCTOTa npueMa OonpeCaAciIsAroTCa Ha OCHOBAHUHU MACChI TCJIa (CM. TaGJ’II/IL[y 1)



Tabauya 1. Pexomenoosannas ooza npenapama Kcq
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permo Ol =PGBS,

OOHOWEHHBIX HOBOPOIHCOEHHBIX (nocie no Kpaiineti mepe 10 OHell nepopanbHO20 8CKAPMAUBAHUS U C

Maccou mena ne menee 2,6 k2) 0o demetl 8 go3pacme 0o 18 nem.

Macca Tena (kr) Pexxum CymmapHas IMoaxonsmi
Jo3a puBapokcadana CyTOYHAsA 1032 CUHM IIMpPHUIL
(1 wmr puBapokcabana coorBercTByeT 1 M
CyCIIEH3HUH)

Mumn. Makc. OJIMH aBa TpH
pa3 B |pa3a B | pa3a B
JeHb JeHb JAeHb

2,6 <3 0,8 mr 2,4 Mr 1 M

3 <4 0,9 mr 2,7 Mmr 1 M

4 <5h 1,4 mr 4,2 Mr 5 M

5 <7 1,6 mr 4,8 Mr 5 M

7 <8 1,8 mr 5,4 mr 5 M

8 <9 2,4 Mr 7,2 Mr 5 M

9 <10 2,8 Mr 8,4 mMr 5 mn

10 <12 3,0 mr 9,0 Mr 5 M

12 <30 5 mr 10 Mr 5 v um 10 Mt

30 <50 15 mr 15 mr 10 mi

> 50 20 mr 20 mr 10 mi

Ha perynsipHOii OCHOBE HEOOXOIMMO MOHHMTOPHPOBATH BeC peOEHKa M IepecMaTpuBaTh 03y,
oco0eHHO y JneTeil BecoM MeHee 12 Kr. OTO HE0OXOAMMO, YTOOBI OOECICUHTH MOAJCPKAHUE

TepaHeBTquCKOﬁ JO3bI.

MU3MEHEHHUH MacCChI TEJIA.
Yacmoma npuema

IIpu npueme oguH pas B ACHb

[Ipu npueme nBa pasa B 1€Hb

ITpu npueme Tpu pasza B 1€Hb

KOppeKTI/IpOBKa JO03bI AOJIKHA BBIIIOJHATBECA TOJBKO Ha OCHOBAHHUH

Jlo3bI crieyeT npuHUMAaTh ¢ HHTEPBAJIOM MIpUMeEpHO 24 yaca.

I[O?»BI CJICAYCT MPUHUMAThL C UHTCPBAJIOM IPUMCPHO 12 gacos.

J1o3bI crieyeT npuHUMATh ¢ HMHTEPBAJIOM IIPUMEPHO § 4acoB.

VY nanueHToB ¢ Maccoil Tena ot 2,6 kr 10 30,0 Kr AOJKHA MPUMEHSATHCS TOJIBKO CYCHEH3Us JUIs
npuema BHyTpb. He nenure tabnetku Kcapento Ha yactu u He ucnonb3yite tabnerku Kcapenro
MEHbILEH TO3UPOBKH B MOMBITKE 110A00pa 1036l 71 IeTel ¢ Maccoil Tena menee 30 Kr.

VY nanueHToB ¢ maccoi Tena He mMeHee 30 kr mpenapatr KcapenTo MoXeT NpUMEHAThCS B GopMme
CYCHEH3HUH Ul IpUeMa BHYTpPb WM Ta0JIETOK J03UpOBKOH 15 mr mim 20 Mr ouMH pas3 B JCHb.

VYnakoBka npenapara Kcapento, rpanyiibl A1 IPUTOTOBJIEHUS CYCIIEH3UU JUISl IPUEMA BHYTpPb IS
JIeTeH, COAEPKUT CUHUE IIMPUIBI (MEPHBIE IIMPUIIBI ISl IEpOPaIbHOro BBEAEHUS) 00beMoM 1 mi
wi 5Swmn u 10 Mt u aganrep Uit HUX. [ oGecriedeHuss TOUHOTO JJO3MPOBAHUS PEKOMEHIyeTCs
MCIOJIb30BaTh CHHUE IINPHUIBI B COOTBETCTBUU ¢ UH(OpMalMel, mpuBeaeHHON Hibke (cM. Tabnuiy

1):

e  cuHui mmpuil oo6beMom 1 mi (¢ rpagyupoBkoii 0,1 MiT) TOMKEH UCIIOIB30BATHCS Y TTAIUEHTOB C
Maccou Tena MeHee 4 KT;
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e  cuHumit mmpwuI 06beMoM 5 Ml (¢ rpasyrpoBKoit 0,2 M o "-lgﬁ% B TR ERH G T A8
Maccoii Tena ot 4 xr 10 30 Kr;

e cunHmii mmpur odbemoMm 10 mi (¢ rpamyupoBkoid 0,5 MiT) JOKEH MCMONB30BATHCS TOIBKO Y
MaIMEHTOB ¢ Maccoi Tena 12 xr u Oosiee.

oT L '|-'_

Jlnst manmeHToB ¢ Maccoii Tena oT 12 kr 10 30 Kr MOXKeT ObITh NCIIOIB30BAH CHHUHN MITIPUI 00bEMOM
5 M uwin 10 M. PekomeHyeTcsi KOHCYIbTalUsl MEAUIUHCKOrO paOOTHUKA MAllUEHTY WM JIULLY,
OCYIIECTBISIOUIEMY yXO/I, KAKOH CHHHIA IITIPUI] UCIIOIB30BATh JIJIs1 00ECTIeYeHUs BBEICHUS HY>KHOTO
o0beMa.

NHcTpykuus Mo TpuMEHEHUIO BIIOKEHA B YIIAKOBKY C MIPENapaToM.
Hauano mepanuu

Y oonowennvix HOGODO()!CO@HHle 00 00CMUICEHUS sos3pacnma 6M€Cfll4€6

JleueHue JOHOIIEHHBIX HOBOPOXKICHHBIX /10 JOCTHXKEHHS BO3pacTa 6 MecsleB, POAUBIIMXCS HE
panee 37 Heienu recralyy, ¢ Maccou Tella He MeHee 2,6 Kr U HaxoAuBIIuxcs He MeHee 10 aHel Ha
MepopaibHOM BCKapMIIMBAaHUU, JAOJKHO OBITh HA4aTo IOCJE MO KpaiHeil Mepe 5 nHel HadaabHOM
MapeHTepAIbHON aHTUKOATYJISTHTHOM Tepanuu (cM. pasaensl 4.4 u 5.1). [Jo3y npenapara Kcapento
MoAOUPAIOT Ha OCHOBAaHMM MAacChl Tella, MCIOJb3ys Ipenapar B ¢opMe CYCIEeH3UH AJs IpueMa
BHYTpb (cM. Tabmuiry 1).

Y oemeii 6 6ozpacme om 6 mecaues 0o 18 nem

Jleuenwne nereid B Bo3pacte OT 6 MecaleB 10 18 jeT 10mKHO OBITh HaYaTO MOCHE MO KpailHel mepe 5
JHEW HaYaJIbHOW MapeHTEepalIbHOW aHTUKOATYJITHTHON Tepanuu (cM. pazzaen 5.1). Jlo3y mpemapara
KcapenTto noagbupatoT Ha ocHOBaHUM Macchl Tena (cM. Tabmuiy 1).

HpO()OJlDfCMmeﬂbHOCmb JIeHeHUA

Bce 0emu, kpome demeii 6 so3pacme menee 08yx jiem ¢ Kamemep-accoyuupo8aHHbiM mpomoo3om
Tepanus noKHA IPOAOIKATECA 0 KpallHEW Mepe B Te4eHHe 3 MecsueB. IUTenpHOCTh TeueHus
MOKET OBITH yBEIMYeHa 10 12 MecsueB B cilydae KIMHMYECKOH HeoOxoaumocTtu. JlaHHble B
MOAJEPKKY CHIJKEHHUS JO03bl MOcie 6 MeCsALEB JeueHus y AeTreld oTcyTcTBYIOT. COOTHOIIEHHE
I10JIb3a-PUCK IPHU JJIUTEIBHOCTH TE€PAIMHU CBbIIIE 3 MECSLEB J0JKHO OLEHUBATHCS MHIMBUYalIbHO,
IIPUHUMAs BO BHUMaHUE PUCK peLiIMBa TPOMO03a U MOTEHIUAIbHBIM PUCK KPOBOTEUEHHUS.

HLemu 6 6o3pacme menee 08yx 1em ¢ kamemep-accoyuuposanHbiM mpomoo3om

Tepanus no/mkHA MPOAOIDKATECS MO KpaiiHed mMepe B TedeHHe 1 Mecsana. JIMTENbHOCTD JIEUEHUS
MOKET OBITh yBEIMUYEHa J0 3 MecsleB B ciayyae KIMHUYEcKOM HeoOxoaumoctu. COOTHOLIEHHE
I10JIb3a-PUCK NPH JUINTENBHOCTH TEPANNU CBbIIIE | MecsAla TOJKHO OLEHUBAThCA WHIUBULYAIbHO,
IIpUHUMasA BO BHUMAaHHUE PUCK ITIOBTOPHOI'O TpOM6033 n HOTGHHH&HBHBIﬁ PUCK KPOBOTCUCHUS.

IIponywennvie 003v1
e [lpu npueme ouH pa3 B I€HDb

B cirydae npuema oiuH pa3 B IeHb MPOIYIIEHHYIO 103y HE0OX0AUMO MPUHSTH Cpa3y, Kak TOIbKO
(bakT mpomycka 036l YCTAaHOBIIEH, HO TOJBKO B TOT e JIeHb. Ecu 3T0 HEBO3MOXKHO, MALUEHT
JOJDKEH MPOIYCTUTH 3Ty 03y U MPOAOLKUTH IPHEM CO CIEAYIOIIEH 03I B COOTBETCTBHHU C
Ha3HayeHWEeM Bpaya. [lanuveHT He NOJ/DKeH INPUHUMATh ABOWHYIO 103y Ul KOMIICHCALlUU
MIPOMYILEHHOM J103BI.

e [Ipu npueme aBa pasza B J€Hb

B cnyuyae npuema 1Ba pasa B IeHb MPOINYILEHHYIO YTPEHHIOIO 103y HEOOXOAUMO MPUHSATH Cpasy,
KaK TOJIbKO (DaKT MpoIycKa 03kl YCTAHOBJIEH, 3TO MOXET OBITh OCYIIECTBIECHO BMECTE C
npueMoM BeuepHel 1036l [IponyiieHHas BeuepHss 1032 MOXKET ObITh IPUHATA TOJIBKO B TOT K€
Beyep, NalMeHT He J0JKEeH IPUHUMATh ABOWHYIO 103y Ha CIEAyIoLIee yTpo.
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(MOCNEQOBATENEHOCTE 0003)

e [Ipu npueme Tpu pasza B IeHb

B caywae mpuema Tpu paza B JIE€Hb, TpPEXpPa30BbIA €XEIHEBHBbIM TIpaduk IMpuema cC
NPUOIU3UTENBHO §-4aCOBBIMH  WHTEpBAJIaMU  CJIEAYyEeT BO30OHOBHUTH CO  CIEIYIOMICH
3aIyIaHUPOBAHHOM J103bI O€3 KOMIIEHCAIIMU MTPOMYIIEHHOM TO3BI.

Co cnenyromiero aasi peOCHKY CeIyeT MPOIOJKUTH OOBIYHBIA PEKUM pHUeMa — OJIMH, JBa WU TPU
pasza B JICHb.

Ilepexo0 ¢ napenmepanvbHbix anmukoa2yiaHmos na npenapam Kcapenmo

VY nanueHToB, B TEKyIIMH MOMEHT IMOJIYYAIOIIUX MMapeHTepalbHbIH aHTHKOATYJSHT, HAUYMHAIOT
npuMeHenne npemnapara Kcapenro 3a 0—2 yaca 10 BpeMEHH CIEAYIOIIErO IUIAHOBOTO BBEACHUS
MapeHTepalibHOr0 IMpenapara (HampuMmep, HU3KOMOJIEKYJSIPHOTO TelmapuHa) WM B MOMEHT
MIPEKpaIIeHusl HEMPEPHIBHOTO BBEACHUS MAPEHTEPAIHLHOTO Ipenapara (Harpumep, BHYTPUBEHHOTO
BBeJIeHUSI HEPAKIIMOHUPOBAHHOTO TEIIapHHA).

Ilepexoo ¢ npenapama Kcapenmo na napenmepanvhble aHMUKOA2YIAHMbl
[Ipexpamator mnpuem mpemapata Kcapento u BBOIIT TMEPBYI 03y MapeHTEPAIBHOTO
aHTUKOAryJIIHTa B TOT MOMEHT, KOTJIa CJIEZ0BAJIO IPUHATH CIAEAYIOLLYI0 103y npenapara Kcapento.

Ilepexoo c neuenusa anmaconucmamu eumamuna K (ABK) na npenapam Kcapenmo

Cnenyer npekpatuth Jeuenne ABK u nHauath neyenuwe npemnapatom Kcapento npu 3HaueHUU
MEXTyHApOIHOTO HopManu3oBaHHoro otHomenus (MHO) < 2,5.

IIpu nmepexoxe maunuentoB ¢ ABK na mpenapar Kcapenro 3nauenuss MHO OynyT ommbodno
3aBBIIICHHBIMU TOche mnpueMa mnpemnapata Kcapenro. MHO He mnoaxomuT s ompeaesieHus
AHTHKOAryJIIHTHOM aKTUBHOCTH ipernapara KcapenTo u mo3Tomy He JOHKHO UCIIONIB30BaThCA C ATON
1enbio (cM. pazzaen 4.5).

Ilepexoo ¢ npenapama Kcapenmo na nevenue anmazonucmamu sumamura K (ABK)

CYHIGCTByeT BCPOATHOCTHL BO3HUKHOBCHUSA HCAOCTATOYHOI'O AHTHUKOAT'YJIAHTHOI'O Bq)(i)eKTa npu
nepexoze ¢ npenapata Kcapento Ha ABK. B cBsi3u ¢ 3TUM HE00X01uMO 00€CIeYnTh HEMPEPbIBHBIN
JIOCTaTOYHBIM aHTUKOAryJIsHTHBIA 3¢dekT Bo BpeMs mnepexoaa c mnpemnapara Kcapenro Ha
QIbTEPHATUBHBIM aHTUKOAryJsHT. CleqyeT OTMETUTh, YTO INpueM mnpenapara KcapenTto Moxker
criocobctBoBaTh nosbienno MHO.

JletsiM, KoTOphle nepeBoasTcs ¢ npenapara Kcapenro Ha ABK, HeoOxoaumo npomomxars nmpueM
npenapara Kcapento B Teuenue 48 dacoB mociie mpuema nepsoi 10361 ABK. Ilocne nByx muei
COBMECTHOIO TpUMEHEHHus cieayer wusMeputs BenmunHy MHO 1o mnpuema crienyromeit
3armaHupoBaHHOM 1036l npenapata Kcapenro. CoBmecTHOe nmpuMeHeHue mpemnapara Kcapento u
ABK pexomenayercs mnponomkarb, noka MHO He pocturner > 2,0. Ilocne mnpekpaiieHus
npumenenus npenapara Kcapenro 3nauenrie MHO moxeT ObITh JOCTOBEPHO OIpeeseHo uepes 24
Jaca ocje npueMa mocieaHei 10361 (cM. paszzaen 4.5).

Oco0BblIe TPYIIIBI ITAIMEHTOB

Iayuenmsi ¢ Hapywenuem yHKyuu nodex

e Jleru B Bo3pacte 1 roj u crapiie ¢ JEerkoi cTeneHblo HapylleHus! (PyHKIUH MOoYeK (CKOPOCTh
Ky6oukoBoit  dumeTparmu  50-80 wmi/mMun/1,73 M?): KoppeKiMH 1036l He Tpebyercs, Ha
OCHOBAHWHW JAHHBIX HWCCIIEIOBAaHHWNA BO B3pPOCION MOIYJISAIUN W OTPAaHWYEHHBIX JTAHHBIX B
JETCKOW momysiun (cM. paszzen 5.2).

e Jletu B Bo3pacTe 1 roa W cTapiie co CpeJHel WM TSKEJIOM CTEeNeHbI0 HapyIleHUs (yHKIUU
mouex (CKOpocTh KIyOoukoBoil (umsTpamuu < 50 my/mun/1,73 M?): mpemapar Kcapenrto He
PEKOMEH/IYeTCsl B CBSI3H C OTCYTCTBHEM KIIMHHUYECKHUX JaHHBIX (CM. pa3zuen 4.4).
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e Jleru B Bo3pacte 10 1 roma: QyHKIMS MOYEK HOIDKHA 'nl 3 -lET':IL E'“g QB HHIEIOC_ iy “I/III/I
KpeaTuHUHA ChIBOPOTKH KpoBH. [Ipenapat KcapenTo He pekoMeHayeTCs K TPUMEHEHHIO Y IeTeH
B BO3pacTte 710 1 roja ¢ moka3aTeNsiMi KPeaTUHHHA CHIBOPOTKU KPOBH BhIIIE 97,5 MPOICHTHIIS
(cm. Tabmuiry 2) B CBSI3U C OTCYTCTBHEM JAaHHBIX (CM. pasnen 4.4).

Tabauya 2. Peghepernmuvie 3nauenuss KpeamuHuHa Col8OpomKu Kposu y oemei maaowe 1 2cooa (bosp
uop., 2010).

B 97,5 NpoueHTwiIb | 97,5 NMPOUEHTUIb
o3pacrt
KpeaTHHUHA (MKMOJIb/J) KpeaTHHUHA (MI//1J1)

Jlenb 1 81 0,92

Jlensb 2 69 0,78

Jlensb 3 62 0,70

Jlenn 4 58 0,66

Jlensb 5 55 0,62

Jlenb 6 53 0,60

Jlenn 7 51 0,58

Henemns 2 46 0,52

Henens 3 41 0,46

Henens 4 37 0,42

Mecs 2 33 0,37

Mecsn 3 30 0,34

Mecsi 4-6 30 0,34

Mecs 7-9 30 0,34

Mecsan 10-12 32 0,36

Tayuenmoi ¢ Hapywenuem yHKyuu neyeHu

Jlis neteii ¢ IeYeHOYHON HeIOCTATOYHOCTHIO KITMHIUYSCKHUE JaHHBIE OTCYTCTBYIOT.

[Ipemapat Kcapento npoTuBonoka3aH maueHTaM ¢ 3a00JIeBaHUSMU MIEYSHH, COMTPOBOKIAIOIIIUMUCS
KOaryJonaTueil ¥ PUCKOM KJIMHHYECKH 3HAYUMOTO KPOBOTCUCHHS, B TOM YHUCIIC MAaIlUEHTaM C
ppo3oM redenu kinacca B u C mo knaccudukanuu Yaina-ITeto (cMm. pasgenst 4.3 u 5.2).

Macca mena

Jloza ans jgereidl ompenenseTcss Ha OCHOBaHMM Macchl Teda (CM. Bbllle mojpaszzaen «Pexum
JI03UPOBAHUS).

Ion
Koppekiuu 10361 He TpedyeTes (cM. pasen 5.2).

Jlemu

besonacHocth 1 3@ pextuBHOCTH Npemnapara Kcapento y nereit B Bozpacte ot 0 10 18 net He Obun
YCTAQHOBJICHBI 110 MOKa3aHUsAM HHBIM, 4eM jedyeHne BTO u npodunaktuka perunusos BTD. Ilo
JAPYTMM TIOKa3aHHWSM JIaHHbIE OTCYTCTBYIOT WIIM HEIOCTaTOYHBI (cM. Takxke paszgen 5.1).
CnenoBarenbHo, npenapat KcapenTo He peKOMeHyeTcsl K IPUMEHEHHUIO y eTeil Muaame 18 net no
MOKa3aHUsAM UHBIM, 4eM Jedenue BTD nwnu npodunaktrka peruansos BTD.

Crioco0 npuMeHeHus

[Ipenapar Kcapento npegHa3HadeH AJisi IpueMa BHYTPb.

Cycnensuto yist mpuemMa BHYTPh ClIelyeT MPUHUMATh BO BpeMsi KOPMIICHUS WM TprueMa IUIIH (CM.
paznen 5.2).

[ToapoOHyto MHGOPMAIIMIO O TPUTOTOBICHHH W MPUMEHEHUH CYCIIEH3UU NJIS TIpUeMa BHYTPb CM.
naiee B pasuene 6.6, monpazmen «MHCTpyKIHS TO TPHTOTOBICHUIO CYCIIEH3UH W TMPUEMY
mpemapara».
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KCMNEPTHOMY OTYETY

6.6).

Ilocne xaxnoro mpuema mnpenapara Kcapenrto cienyer He3aMEMIUMTENBHO OCYIIECTBUTH IPUEM
OOBIYHOM MOPIUH )KUIKOCTH. Takasi HOPIHS MOXKET BKIFOYATh 0OBEM KHIKOCTH, UCIIOIB3yEMOM ISt
KOPMJICHUS.

Ecny nanueHT cpbIruBaeT NPUHATYIO 403y HEMEIJIEHHO WIK Yy HErO HAaYMHAeTCs pBOoTa B TeueHue 30
MHUHYT IOCJ€ NpHEeMa J03bl, HEOOXOAUM IpHeM HOBOW 103bl. OJHAKO, €Clii PBOTa MPOM30LLIA
nosjHee 30 MUHYT 1OCIIE IIPHEMA J03bl, IOBTOPHOTO IIPHEMA 03kl HE TpeOyeTcs, U caeayomas 103a
JI0JKHA OBITh IOJYYeHa 0 PacIHCaHUIO.

Ecnu npu Haznadennoit go3e 15 mr wim 20 Mr puBapokcabaHa CycreH3us AJisl IpueMa BHYTPb HE
JOCTYIIHA B HACTOSIIMA MOMEHT, 3TH J103bl MOTYT OBbITb OOECIE€YEeHbl INPUEMOM H3MEIbUEHHOMN
TabJIeTKu JO03UpoBKOW 15 Mr wmmm 20 Mr, cMemaHHOH C BOAOH WM SOJOYHBIM TIOpE
HETIOCPE/ICTBEHHO Iepe]l IPUMEHEHUEM U IEPOPAIbHBIM IIPUEMOM (CM. paszzen 5.2).

4.3. [IporuBonoKa3anus

® THUIEPUYYBCTBUTEIHLHOCTh K PUBAPOKCA0AHY WM K JIFOOOMY M3 BCIIOMOTATENIbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1;

¢ AKTHMBHBIC KIIMHUYCCKHU 3HAYUMBIC KPOBOTCUCHMU A,

® TOBPEXJICHHUE WIH COCTOSIHHE, CBI3aHHOE C IMOBBIIIEHHBIM PUCKOM OOJIBIIOT0 KPOBOTEUEHHUS,
HanpuMep, UMEIoLIasics WK HETaBHO [IEPEHECEHHAs s13Ba JKeIy/IKa U 12-epCTHOM KUILKH,
HaJIM4YUe 3710KaueCTBEHHBIX HOBOOOPA30BaHMI C BHICOKUM PHCKOM KPOBOTEUEHUS, HETaBHUE
TpaBMBbI T'OJIOBHOT'O MJIM CIIMHHOI'O MO3Ta, HEJJaBHHUE OIEPAaLlMH HA TOJIOBHOM, CHUHHOM MO3Te
WM TIJa3aX, HeJaBHEEe BHYTPUUEPEIIHOE KPOBOMUBJIMSAHUE, JIUAarHOCTUPOBAHHBIM WU
IpeIoiaraéMblii BAPMKO3 BEH MHUIIEBOJIA, apTEPUOBEHO3HbIE Malb(OpMallK, aHEBPU3MBbI
COCYJIOB WJIM CEPBLE3HBIE MATOJIOTMU COCYAO0B T'OJIOBHOI'O WIM CIIMHHOI'O MO3ra;

® CONYyTCTBYIOIAs Tepamus KaKUMHU-THOO JAPYrMMHM  aHTHKOAryJsIHTaMH, HalpuMep,
He(paKIMOHUPOBAHHBIM TEMaPUHOM, HM3KOMOJEKYJISPHBIMU TelapuHamMH (PHOKCAlapuH,
JanTenapuH U Jip.), MPOU3BOAHBIMU TenapuHa ((oHIamapuHyKC M Jp.), HepOpalbHBIMU
aHTHKOAryJssHTaMu (BapgapuH, 1aburarpaHa 3TEKCHJIAT, alukcadaH U Jp.), KpOME CIIy4aeB
nepexoja ¢ Tepanuu puBapokcabaHoOM WM Ha Hee (CM. pa3zaen 4.2) Ui Npu NpUMEHEHUH
He(paKIIMOHUPOBAHHOTO reMaprHa B 103aX, HEOOXOUMBIX JIJIsl 00ECTICUSHHS TPOXOAUMOCTH
LEHTPaAJIbHOTO BEHO3HOT'0 MJIM apTepHalibHOTO KaTeTepa (cM. paszzen 4.5);

e 3a0oyieBaHMs TIEUEHU, MPOTEKAIOIIUE C KOAryJomaTueld U PUCKOM KIMHHUYECKH 3HAYMMOTO
KPOBOTEUYCHMS, BKITFOUAs MAIIMEHTOB ¢ IUppo3oM reueHu (kimacc B u C mo kiaccupukanum
Yaitna-ITero) (cMm. paznen 5.2);

e OEpeMEHHOCTD U MEPHOJI IPYTHOTO BCKapMiIMBaHus (cM. pasen 4.6).

4.4. OcoOble yKa3aHUs U MepPbI NPEI0CTOPOKHOCTH IPH NPUMEHEHUH

B teuenue Bcero nepuoaa JCYCHUA PCKOMCHAYCTCSA KIIMHUYCCKOC Ha6J'IIO,Z[CHI/IC B COOTBETCTBHU C
KJIMHAYECKOM HpaKTHKOﬁ MMPUMCECHCHUSA aHTUKOAT'YJITHTOB.

Jlo3a nmpenapara Kcapenro He MoxeT ObITh Ha/IC)KHO OIpE/eIeHa Y CISAYIOMUX TPYIIT TallUeHTOB 1
He n3yyanacsk. [loaTomy puBapokcabaH He pEKOMEHAYETCsI K IPHMEHEHHIO y JIeTeil B BO3pacTe MeHee
6 MecsiIeB, KOTOpHIE:

®  POJIWINCH Ha CPOKE MeHee 37 Hellenb recTaluu, Uin
®  UMEIOT Maccy Tena MeHee 2,6 Kr, Uiu
e Haxoauiauch MeHee 10 qHel Ha mepopalbHOM BCKAPMIIMBAHUU.
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PHCK KpOBOTEYEHUS (MOCNEOCBATENEHOCTE 0003)

“MEPTHOMY OTYETY

Kak u mpu mpueme Apyrux aHTHKOArYJISIHTOB HEOOXOJUMO TIIATENBbHO HAOMIONATh MAlMEHTOB,
NpUHAMAOIKX nperapar Kcapenro, Ui BBIBICHHS TPU3HAKOB KpoBOTedeHHs. IIpemapar
PCKOMCHAYCTCA NPHUHHUMATh C OCTOPOKHOCTBIO TIIPpHU COCTOAHUAX C IIOBBIICHHBIM PHUCKOM
KpPOBOTE€YEHHs. B cilyyae TspKenoro KpoBOTEUEHHs MpHeM mperapara Kcapenaro moimkeH ObITh
npekpaiieH (cM. paszaen 4.9).

B xnMHMYECKUX MCCIIEIOBAHUAX KPOBOTEUCHHS U3 CIM3UCTBIX 000JI0UEK (2 MMEHHO: KPOBOTEUEHUE
U3 HOCA, JIECEH, JKEIyI0YHO-KHUIIEYHOIO TPAKTa, MOYEIOJIOBOM CHCTEMBI, BKIKOYas aHOMAaJIbHOE
BarMHAJIbHOE WJIM YCUJICHHOE MEHCTPyaJbHOE KPOBOTEUEHHE) U aHeMHUs HaOJI0JalliCh yalle Mpu
JUTUTEIILHOM JICUEHUU puBapokcabanom mo cpaBHeHuio c¢ jedennem ABK. Takum o6pazom, B
JIOTIOJIHEHHE K HaJJIeXalleMy KIMHUYECKOMY HaOMI0eHUI0, J1abopaTopHOe MCCleOBaHNe
reMOTJIOOMHA/TEMAaTOKPUTA MOXKET OBITh 3HAYMMBIM JUIS BBISBIICHUS CKPBITOTO KPOBOTCUCHUS U
KOJMYECTBEHHOM OIICHKM KJIMHUYECKOM 3HAUYMMOCTHU SIBHOTO KPOBOTEYEHHUS, KOTOpbIe OyayT
COYTEHBI JIOITYCTUMBIMHU.

Heckonbko moArpyrmm HaiyeHToB, yKa3aHHbIE HUKE, UMEIOT TMOBBIIICHHBIH PUCK KPOBOTEUYECHHS.
HeoOxomuMo TmiaTelbHO HAOMIOMATh TAKUX IMAlIMEHTOB TIOCJIC Hadala JICYCHUS Ha HaJIWdue
MPU3HAKOB U CHMIITOMOB OCJIOKHEHHI B BHJIC KPOBOTCUEHHI U aHeMuu (cM. pasaen 4.8).

[Tpu m060M HEOOBSICHUMOM CHIIKECHUH IeMOTJIO0MHA WIIH apTePUATBHOTO JIaBIICHUS HEOOXOIMMO
MCKaTh HCTOYHUK KPOBOTCUCHHUSI.

[Ipu Tepanuu puBapokcabaHOM HE TpeOyeTcs PYTUHHBIM MOHHTOPHHT €r0 JKCIIO3WIHU. TeMm He
MeHee, HM3MEPEHHE KOHIICHTPAIMM pPHBApOKCa0aHa C MOMOINBI0 KaTMOPOBAHHOTO TECTa IS
KOJIMYECTBEHHOTO  OMpEACNICHUS aHTHU-Xa aKTUBHOCTH MOXKET OKa3aThCsl TIOJIE3HBIM B
UCKJIFOUUTENILHBIX ClIydasxX, Korja uHpopMaius 00 SKCHO3HMIMU PHBAPOKCa0aHa MOXKET OBITh
WCIIOJIb30BaHA TIPH MNPUHATHH KJIMHWYECKH 3HAYMMBIX pEIICHHWN, HampuMep, B clydae
MepeI03MPOBKH HITH SKCTPESHHOTO XUPYPrHYECKOTO BMeIIaTenbeTBa (CM. pasaens 5.1 u 5.2).
Nmerorcs orpaHWYeHHBIE JaHHBIE O NMPUMEHCHHH Yy JeTed ¢ TpomMOO30M BEH TOJIOBHOTO MO3Ta
BEHO3HBIX CHHYCOB, y KOTOphIX ecTh uHbpekuus [IHC (cm. paznmen 5.1). Heo6xoaumo TiatensHO
OIICHUBATh PUCK KPOBOTEUCHUS TIEpe]] Tepanueil puBapokcabaHoM U BO BpeMsl Hee.

Hapywenue ¢ynxyuu novex

ITpenapar Kcapento He pekoMeHayeTcsl K MPUMEHEHHIO Y JieTeil B Bo3pacTe 1 roja mim cTapiie co
CpeAHel UM TSKENIOH CTeNeHbI0 HapylIeHus (PyHKIMH oYeK (CKOPOCTh KITyOOUuKOoBOH (puimbTpanuu
<50 m1/mMun/1,73 M?) B CBA3M C OTCYTCTBHEM KIMHUYECKHX TAHHBIX.

IIpenmapar KcapenTto He pekOMEHAyeTCsl K NPUMEHEHHIO y JAeTed B Bo3pacte 10 | roma c
MOKa3aTeIsIMU KpeaTMHHHA CBHIBOPOTKH KPOBU BbILIE 97,5 MPOLEHTWIIS B CBA3M C OTCYTCTBUEM
KIIMHUYECKUX JAHHBIX.

Bzaumooeiicmeue ¢ Opyeumu nexapcmeennvimu npenapamamu

Knunuveckue gaHHBIE O COMYTCTBYIOIIEM CHUCTEMHOM JIEYEHHMH JETEeH MOIIHBIMU MHTHOUTOpaMU
CYP3A4 u P-rnukonporenHa OTCYTCTBYIOT.

IIpumenenue npenapara Kcapenro He pekOMEHyeTcs y MallMEeHTOB, OJYYaOLIUX COIyTCTBYIOIIEE
CUCTEMHOE JIeYeHHE NPOTUBOTPHUOKOBBIMU IMIperapaTaMHM a30JI0BOW TIpynmbl (TaKUMH Kak
KETOKOHA30JI, MTPAKOHA30Jl, BOPHUKOHA30JI M T03aKOHa30J7) WM uHruouropamu BUY-nporeas
(Hampumep, pUTOHABUPOM). DTU Mpenapathl ABIsAI0TCS MolHbIMU MHrHOuTOopamu CYP3A4 u P-
IJIMKONpoTenHa. TakuMm o0pa3oMm, JaHHBIE Mpernaparsl MOTYT TIOBBIIIATH KOHIEHTPAILUIO
puBapokcabaHa B IUIa3Me KpOBH 0 KJIMHUYECKH 3HAYMMbIX 3HaYeHHil (B 2,6 paza B cpeiHEM), UTO
MOXET IMPUBECTH K MOBBIIICHHOMY PHUCKY KpOBOTeUeHHs (cM. paszen 4.5).

Crnenyer co0nroAaTh OCTOPOKHOCTb, €CIM MAI[MEHTHl OJIHOBPEMEHHO MOJYYaloT JIEKapCTBEHHbIE
npenaparbl, BIMSIOUIME HAa TEMOCTa3, TaKHE€ KaK HECTEPOUIHbIE MPOTUBOBOCIAIUTEIbHBIC
npenapatsl (HIIBII), anetmicanuuuinoByo KHCIOTY U HHTHOUTOPHI arperaiud TPOMOOITUTOB WIIH
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“MEPTHOMY OTYETY

obpartHoro 3axBara cepoToHuHa M HopanuHeppuHa (CMO3CH). ITanmeHntaMm ¢ pucKOM pa3BHUTHUS
A3BEHHON OoJe3Hu Kelmyaka M 12-MepcTHOM KHMIIKM MOXKHO pPAcCMOTPETh Ha3HAYCHHE
COOTBETCTBYIOIIETO MPOMUIAKTUIECKOTO JeueHus (cM. pazzaen 4.5).

pyeue pakmopul pucka kposomeyeHutl

PuBapokcabaH, Kak ¥ JIpyrue aHTUTPOMOOTHUECKHE CPE/ICTBA, HE PEKOMEHIYETCs K MPUMEHEHHUIO
HalMeHTaM, UMEIOIIHM MOBBIIIEHHbIN PUCK KPOBOTEUYEHUS, B TOM YHCIIE:

® [IAlMEHTaM C BPOKIACHHON MM NPUOOPETEHHON CKIIOHHOCTBIO K KPOBOTEUEHUSIM;
® [IallMEHTAM C HEKOHTPOJIIMPYEMOU apTepUaIbHON TMIIEPTOHUEH;

e mamueHTam ¢ apyrumu  3aboneBaHusMu  JKKT 0e3 akTUBHOTO W3BA3BICHHS, KOTOPBIC
MOTEHLIMAIbHO MOTYT TPUBECTH K OCJIOXHEHHUSIM B BHUAE KPOBOTCUEHUH (Hampumep,
BOCTIAJIMTENIPHOE 3a00JICBaHWE KHINCYHHWKA, 330()aruT, TacTpUT H TracTtpodsodareanbHas
pedarokcHas 00JIe3Hb);

® J[TalffUMCHTaM C COC}’I[HCTOﬁ peTHHOHaTHeﬁ;
® J[TalffUCHTaM C 6p0HX03KTaSaMI/I WK JICTOYHBIM KPOBOTCUYCHHUECM B dHAMHE3C.

HaHI/IeHTI)I CO 3JIOKaYCCTBCHHBIMU HOBOO6‘[)330B3.HI/IHMI/I

[TaneHTBl €O 3JI0KaYeCTBEHHBIM 3a00J€BaHHEM MOIYT OJHOBPEMEHHO NoJBeprarbcs Oosee
BBICOKOMY PHCKY M KpPOBOTE€UEHHsI, M TpomOo3a. NHIuBUAyanbHas MOIb3a aHTUTPOMOOTHUYECKOU
TepaIruy JOKHA OBITh CONMOCTABICHA C PUCKOM KPOBOTEUEHHS y MAIMEHTOB C AKTUBHBIM PAaKOM B
3aBUCHMOCTH OT JIOKQJIM3ALUU OITyXO0JIH, IPOTUBOOITYXO0JIEBOM TEpAalluy U CTaJUH 3a001€BaHMsL.

OHYXOJ'II/I, PACIIOJIOKCHHBIC B KCIIYJOYHO-KHIICYHOM HJIM MOYCIIOJIOBOM TPAKTE, OBUTIH CBSI3aHBI C
IOBBIIICHHBIM PUCKOM KPOBOTCYCHUSA BO BPEMS TCPpAITNU pI/IBapOKca6aHOM.

VY manueHToB CO 3J70KaYECTBEHHBIMH HOBOOOPA30BAHMSIMH C BBICOKHMM PHCKOM KPOBOTEUEHUS
MpUMEHEHHE pUBapOKcabaHa MPOTUBOIOKa3aHo (cM. pasaen 4.3).

ITanueHThl ¢ MCKYCCTBEHHBIMM KJIallaHAMHU CepAlia

PuBapokcaban He ciexyer NPUMEHSTh A NPOQUIAKTUKA TPOMOO30B y NAIMEHTOB, HEIaBHO
MEPEeHECIINX TPAHCKATETEPHYIO0 3aMEHY aopTalbHOrO KjamaHa. bezomacHocTs U 3(p(eKTHBHOCTH
npenapara Kcapenro He H3ydanuch y IAMEHTOB C HCKYCCTBEHHBIMM KJallaHAMU CepAla,
CIIEOBATEIbHO, HET JAaHHBIX, MOATBEPXKIAIOLIUX, 4YTO NpUMeHeHue mnpenapara Kcapenro
o0ecnieynBaeT JOCTaTOYHBIA AHTUKOATYJISHTHBIA 3((EeKT y JaHHOW KaTeropuu MalHeHTOB.
IIpumenenue npenapata Kcapenro He pekoMeHayeTCs y JaHHOM KaTeropuy MalueHTOB.

ITarmenTs! ¢ aHTU(HOCHOTUINIHLIM CHHIPOMOM

[IpuMeHeHne aHTUKOAryJIsTHTOB MPSIMOTO JIEHCTBUS, BKJIIOYasi puBapokcadaH, HE PEKOMEHIyeTcs y
MAIMEHTOB, UMEIOIINX TPOMOO3bl B aHaMHe3€, Y KOTOPBIX JUarHOCTUPOBAaH aHTU(OCHOIUITHTHBIN
CHHJIpOM. B yacTHOCTH, y MallUEHTOB ¢ TPOWHBIM NMO3UTHBHBIM aHTU()OCHOTUIUIHBIM CHHIPOMOM
(HamMYMe BOMYAHOYHOTO AHTHKOATYINISHTA, AaHTHTENl K KapIUOJUIMHY W aHTUTeNl K Oera-2-
IJIMKONPOTEeUHY |) Tepamus aHTUKOAryJlssHTaMM MOPSIMOTO JEHCTBUS MOXKET COIMPOBOXKAATHCS
MOBBIIIEHHOW YacTOTOM peuuaUBOB TPOMOOTHYECKHX COOBITMII B CpaBHEHMHM C Teparnueu
anTaronucramu ButamuHa K (ABK).

TTarmeHTHl ¢ TEMOAMHAMUYECKHA HECTAOMIBHOU TpoMOodIMOomeli teroynoii aprepun (TOJIA) wnm
HAIMEHTHl, KOTOPBIM TpeOvyeTcss MpoBEIeHHE TPOMOOJIM3UCA WU TPOMOIKTOMHU W3 JETOYHOU
apTepun

[Ipemapar Kcapento He pekOMeHIyeTcss B KauecTBE ajbTePHATUBHI HEPPAKIIMOHUPOBAHHOMY
renapuHy y TMalHUeHTOB C TPOMOOAIMOOJIMEH JIETOYHOW apTepHuH, KOTOPhIE TeMOIMHAMUYECKH
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apTepuu, IOCKOJIbKY 0€30MacHOCTh M 3P PeKTUBHOCTD npenapara KcapenTo npu Takux KIMHUYECKUX
CUTYyallUsIX HE yCTAaHOBJICHA.

CHI/IHaJIBHaSI/E)HI/IIIV‘DaHLHaSI AHCCTC3U UJIW CIIMHHOMO3I'0OBasi IIYHKITUA

[Ipy BBIOTHEHUH HEHWPOAKCHUATBHON aHECTE3MH (CIMHAIBHOW/AMUIYPaTbHON aHeCTe3WH) WIH
CIUHAIBHOM/3MH Ty pabHON MMyHKIUH y TTAIIMEHTOB, TIOTYYaIOIINX aHTUTPOMOOTHYECKHE TIperapaThl
C 1eNbl0 MNPOPUIAKTHKH TPOMOOIMOOIHUECKUX OCIOKHEHUHM, CYHIECTBYET PHUCK pPa3BUTHS
SMUAYPATBbHON WM CHUHAIBHOM T€MaTOMBbI, KOTOpas MOXET MPUBECTH K IUTEIbHOMY WIH
MIOCTOSIHHOMY Tapajanyy.

Puck 3THX COOBITUH MOXKET MOBBIMIATHCS MPH MOCTONEPANUOHHOM MPUMEHEHUU IMOCTOSHHBIX
SNUAYPATBHBIX KaTETEPOB WJIM COIMYTCTBYIOLIEH Tepanuu JIEKApCTBEHHBIMU IIpenapaTami,
BIIUSIIOLUMH Ha reMocTa3. TpaBMaTH4Has WM IOBTOPHAS 3MUypalbHAasl WIM CIIMHAIbHAS TyHKIUS
TaK)K€ MOKET MOBBIIIATH PUCK. [[allMeHThI JOMKHBI HAXOAUTHCS MO HAOII0I€HUEM /JIsl BBISIBICHUS
MIPU3HAKOB U CHUMIITOMOB HEBPOJIOTHUECKUX HAPYUICHUH (Hampumep, OHEMEHHE WK ¢IabocTh HOT,
TUCPYHKIMS KUIIEYHUKAa WM MoYeBoro my3bips). [lpu oOHapykeHHH HEBPOJOTHYECKHX
paccTpoiicTB HeoO0XoAMMAa CpouyHas JUarHOCTMKa U JieyeHue. Bpau JO/KEeH COIOCTaBUTH
MOTEHUMAIbHYIO T0Jb3y W PHUCK Mepel MPOBEACHUEM CIMHHOMO3IOBOTO BMEIIATEIbCTBA
NanueHTaM, IMOJYYalolUM  AaHTHUKOAryJsHThl WJIM KOTOPBIM IUIAHUPYETCS  Ha3HAuYEHHE
AHTUKOAryJIIHTOB C MENIbI0 MNPO(PUIAKTUKU TPOoMOO030B. OIBIT KIMHUYECKOTO MPUMEHEHHS
puBapokcabaHa B OMIMCAHHBIX CUTYAIUSIX OTCYTCTBYET.

C nenpro CHUXKEHUS TOTEHIIMAIIBHOTO PUCKA KPOBOTEYEHHMSI, ACCOLIMMPOBAHHOIO ¢ OJTHOBPEMEHHBIM
NPUMEHEHHEM pHUBapoKcabaHa M BBHIMOJHEHHEM HEHPOAKCHANBHOW (SMUAYpaTbHOM/CIIMHAIBHOM)
aHEeCTe3UU WM CIIMHHOMO3TOBOW MYHKIIMH, CIEIYeT YYUThIBaTh (apMaKOKMHETUUYECKUN IPOPHUIIL
puBapokcabaHa. YCTAaHOBKY WM YAAJCHHE SIUAYPaJbHOrO KaTreTepa WM CIUHHOMO3TOBYIO
IYHKIIMIO JIy4llle IPOBOANUTH TOT/AA, KOT'/1a aHTUKOATYJIIHTHBIN 3¢ (heKT pruBapokcabaHa OLEHUBAETCS
Kak crnab0prii. OHaKo, TOYHOE BpeMs sl JOCTIDKEHHS JOCTATOYHO HU3KOTO aHTHKOATYJISTHTHOTO
s deKTa y Kaxa0ro nauueHTa HEM3BECTHO U JIOJDKHO OLEHUBATHCS B CPABHEHUHM CO CPOYHOCTHIO
JIMarHOCTUYECKON MPOLIEAYPHI.

JlaHHBIE 1O BPEMEHM YCTAHOBKM WM YAAJICHUS HEUPOAKCHAIBHOIO KaTrerepa y JeTeu,
NpUHUMAKIMX npenapat Kcapenro, oTcyTCTBYIOT. B Takux cily4asix ciaeayeT NpeKpaThTh MPUEM
puBapokcabaHa U PacCMOTPETh BO3MOXKHOCTh MPHUMEHEHUS MapeHTEPaTbHOTO aHTUKOATyJISTHTA
KOPOTKOTO JE€HUCTBUA.

PekoMeHmalMyu 10 JO3UMPOBAHMIO [0 M MOCJE WHBA3UMBHBIX IPOLEAYP U XUPYPTHUYSCKUX
BMECIIATCIILCTB

Ecnu HeoO6xoauMo npoBeieHue WHBA3UBHOW MPOIIETyphl WM XUPYPrHUECKOTO BMEIIATeNbCTBA, Ha
OCHOBAaHMH 3aKJIIOYEHUS Bpaya mpueM rnpenapara Kcapenaro cieayer npekpaTuTh 1o KpaHel Mepe
3a 24 Jaca 10 BMEIIATeNbCTBA, €CIIU ATO BO3MOKHO.

Ecmm nmpoucaypy HEIb3d OTIOXUTH, MMOBBIIICHHBIHN PUCK KPOBOTCUCHUA CICAYCT OLICHUBATH B
CpaBHCHHHU CO CPOUHOCTHIO BMCIIATCIILCTBA.

[Mpuem mnpenapata Kcapento ciiemyer BO30OHOBHTH Kak MOXKHO CKOpee IOCIe HHBAa3MBHOMU
MPOIEIypbl MU XHPYPTUYECKOTO BMEIIATEIbCTBA, TPU YCJIOBHHM, YTO JICYAIllUM BpPavoM
YCTAHOBJICHO, YTO 3TO MO3BOJIACT KIMHUYCCKAd CUTyallud U JOCTUTHYT a}IeKBaTHI)II\/’I reMocrTas (CM.
paznen 5.2).

JlepMaToJIOTrHYEeCKUE PEAKIINU

IIpu mpoBeneHUM MOCTMAPKETUHTOBBIX HAOMIOJCHUIA COOOLIANoch O CilydasX BO3HUKHOBEHHS
CEePHhE3HBIX KOXXHBIX peakiui, BKIouas cuHapoM CruBeHca-J[kKoHCOHA / TOKCHYECKHA
snuaepMaibHbIi Hekpoian3 1 DRESS-cunapom, cBA3aHHBIX ¢ mpUeMOM pUBapoKcabaHa (cM. pasjien
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4.8). TlartmeHTHI, TO-BUAMMOMY, TIOJIBEPTalOTCS HAMOOJIBIIIEMY ]gl/I‘CKV-IBU';lH ' OB'EHE;I ITHAX peakIin

Ha paHHUX dTanax JICYCHHUS: HAYaJIO PEakiud B OOJIbIIMHCTBE CIIy4yaeB MPOHCXOIUT B TEUCHHE
HEepBBIX Hezenb siedeHus. [Ipu mepBoM MOSBICHUM TSKENOW KOXKHOM CBHIMU (HAmpuMep, MpH ee
pacrpocTpaHeHHH, UHTCHCU(DUKAUH U/1 00pa30BaHUH BOJABIPEH ) T IPU HATMYUH KaKUX-TH00
APYTHX CHMIITOMOB THIIEPYYBCTBHUTEIBHOCTH, CBS3aHHBIX C MOPAXXCHUEM CIM3HCTONH OOOJIOYKH,
CIIelyeT NIPEKPATUTh TEPAIHIO PUBAPOKCAOAHOM.

BcnomorarenpHBIe BElISCTBA

JlaHHBI JIeKapCTBEHHBIN mpenapat conepxkut 1,8 mr narpus 6ensoara (E 211) B 1 ma cycnienzun
1t ipreMa BHYTpb. Hatpus 6ensoar (E 211) MOKeT yCHIMBATD JKENTYXY (ITOKEITEHHE KOYKH H TJ1a3)
y HOBOPOXKICHHBIX (B BO3pacTe 110 4 Hellelb). Y BETUUCHUE KOHIICHTPAIH OMITUPYOHHA KPOBH ITOCIIE
BBITECHEHUS OUIUPYOMHA U3 CBA3M C aJbOYMHUHOM MOXET YCHUJIMBATh KEJITYXy HOBOPOKICHHBIX,
KOTOpasi MOXKET MEPEPACTH B SIIEPHYIO JKEATYXY (OTIOKEHUSI HEKOHBIOIMPOBAHHOIO OMIMpyOnHa B
TOJIOBHOM MO3T€).

JlaHHBIN JIeKapCTBEHHBIHN IpenapaT coaep kUt meHee 1| Mmoub (23 mr) Hatpus Ha 1 Mi cycnieH3uu,
TO €CTbh 110 CYTH, KHE COAEPIKUT HATPUSI».

4.5. B3aumojeiicTBue ¢ JIPYrMMH JIeKAPCTBEHHBIMH TMpenapatamMM ¥ Jpyrue BH/bI
B3aMMOAeHCTBHSA

CreneHb MEXJIEKapCTBEHHBIX B3aUMOJICUCTBUN y JeTed He u3BecTHa. Jlyid menmaTpuyueckoi
MOMYJIALUY JTOJKHBI ObITh IPUHATHI BO BHUMAaHUE NIPUBEICHHbIEC HUXKE JTaHHBIE O B3aUMOJIEHCTBUH,
IIOJIy4E€HHBIE y B3pOCIBIX MAllMUEHTOB, U NIPEAyNpexaAeHUs B pasaeie 4.4.

Nuruduropst CYP3A4 u P-imkonporensa

CoBMecTHOE IpUMEHEHME pruBapokcabaHa ¢ keTokoHa3010M (400 mr 1 pa3 B 1€Hb) UM PUTOHABUPOM
(600 mr 2 pasa B 1eHb) npuBOAMIIO K moBbimeHuto cpeaneit AUC puBapokcabana B 2,6 paza / 2,5
paza u yBenuueHuro cpeaHeit Cmax pruBapokcadbana B 1,7 paza/ 1,6 pa3a co 3HaUUTEIbHBIM YCUIICHUEM
(hapMaKoIMHAMUYECKOTO IEHCTBUS, YTO MOKET MIPUBOIUTH K MOBBIIIEHUIO PUCKA KpoBoTeUeHHs. B
CBS3M C ITHM TpUMEHEHHWe mpemapata Kcapenro He peKOMEHIyeTcs MAIMeHTaM, IOJYYaroIuM
COIMYTCTBYIOIIEE CHCTEMHOE JIEYeHHE MPOTUBOIPUOKOBBIMU IMpemapaTaMu a30JI0BOM TPYIIIbL,
TaKMMH KaK KETOKOHA30J1, UTPAKOHA30J1, BOPUKOHA30JI ¥ IT03aKOHA30JI WU HHTHONTOPAMH TIPOTEa3bl
BUY. DTu axkTUBHBIE BeUIeCTBa SBISIIOTCS MoIHbIMU uHrHOUTOpamMu u CYP3A4, u P-
rIuKonporenHa (cm. paszaen 4.4).

O>xujaercs, YTO aKTUBHBIE BEILIECTBA, CUJILHO MHIHMOMPYIOLINE TOIBKO OAMH U3 MyTel BBIBEIECHUS
puBapokcabana (umu CYP3A4 unu P-gp), B MeHbIIEH CTENEHU YBEIMYUBAIOT KOHLEHTPALHUIO
puBapokcabaHa B uiazMe. Tak, kinapurpoMuiiud (500 mr 2 pasa B J1€Hb), CUNTAIOIIUNACS MOIHBIM
unruouropom mzopepmenta CYP3A4 u ymepeHHbIM MHTHOUTOpOM P-TimkompoTenHa, BbI3bIBA
yBenuueHue 3HadeHuit cpenHeit AUC B 1,5 paza m Cmax puBapokcabana B 1,4 paza.
B3aumoneiicTBue ¢ KIapUTPOMULIMHOM, BEPOSATHO, KIMHUYECKHE HE3HAYMMO JJisi OOJBIIMHCTBA
MAIMEHTOB, HO MOXKET OBITh MOTEHIHUAIBHO 3HAYMMBIM ISl TALIMEHTOB U3 TPYIIIBI BHICOKOT'O PHCKA
(1715 MalMEeHTOB C HapylIeHNeM (PYHKIMH [TOYeK cM. pazzaen 4.4).

Opurpomunia (500 mr 3 pasa B JeHb), yMepeHHbIH uHruOutop nzodpepmenra CYP3A4 u P-
TJIMKONIPOTENHA, BhI3bIBAIT yBenuueHue 3HaueHuit cpeqaeit AUC u Cmax puBapokcabana B 1,3 pasa.
B3aumoneiicTBie € 3pUTPOMUIIMHOM, BEPOATHO, KIMHUYECKM HE3HAYMMO Ui OOJIBIIMHCTBA
MAIEHTOB, HO MOXET OBITh MMOTEHIIUAILHO 3HAYMMBIM JJTsl TTAIIMEHTOB U3 TPYIIIHI BBICOKOTO PHCKA.

VY ManueHToB ¢ JIETKOH CTeNeHblo HapylieHus GpyHKiuu modek spurpomutirH (500 mr 3 paza B 1eHb)
BBI3BIBAN yBenuueHue cpeannx 3HadeHnid AUC puapokcabana B 1,8 pa3a u Cmax B 1,6 pasa mo
CPaBHEHHUIO C MAlMEHTAaMHU C HOPMAlIbHOM (YHKIIMEH movek. Y MalueHTOB CO CpeaHEl CTeNneHbIo
HapymeHus: (YHKIMHM TIOYeK SPUTPOMHIIMH BBI3BIBANl YBENWYeHHWE cpenHux 3HadyeHuin AUC
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puBapokcabana B 2,0 paza 1 Cmax B 1,6 paza 1o cpaBHGHHIO C ﬁiﬁ@eﬁ%“o%%%ﬂr &?‘m&u‘ﬁcjﬁ

noyek. D(P(HeKT IPUTPOMHUIIMHA SBISIETCS HAKOMUTEIBbHBIM MPH HAPYIICHUU (YHKIHU MOYEK (CM.
paznen 4.4).

®dnykonazon (400 Mr oguH pa3 B JICHb), CUYMTAIONMIUNCS YMEPEHHBIM UHTHOUTOPOM H30(epMEHTa
CYP3A4, seizeiBan yBenuuenue cpenneir AUC puBapokcabana B 1,4 pa3a u yBelInueHUe CpeIHEH
Cmax B 1,3 paza. BzaumopeiictBue ¢ (imykoHA3070M, BEPOSTHO, KIMHUYECKH HE3HAYUMO IS
OOJIBIIMHCTBA MALMEHTOB, HO MOXKET OBITh MOTEHIMAILHO 3HAYMMBIM ISl TTAIIUEHTOB U3 TPYIIIIbI
BBICOKOT'O pHCKa (/1715 MAMEHTOB C HapyIIeHueM (DYHKIIMH MOYEK CM. pasnen 4.4).

Ha ocHoBaHuum wuMemrIUXCAd OrpaHUYEHHBIX KIMHUYECKMX JaHHBIX HEoO0Xoaumo u30erarb
COBMECTHOI'O IPUMEHEHUS pUBapoOKcabaHa ¢ APOHEAAPOHOM.

AHTHKOAryJIsSHTHI

[Tocne oTHOBpEMEHHOTO MPUMEHEHHUsI SHOKcamnapuHa (oJHOKpaTHast 103a 40 Mr) u puBapokcabana
(omnokpatHass no3a 10 mr) HaOmomancs CyMMarMOHHBIA AS((EKT B OTHOIICHHH aHTH-Xa
aKTUBHOCTH, HE CONPOBOXKIABIIMICSA JONOJHUTEIBHBIMH (P (GeKTaMu B OTHOLICHHH NpoO Ha
CBEpThIBaEMOCTb KpoBU  (mporpomOuHoBoe Bpems ([IB), akTtuBupoBaHHOE dYacTUYHOE
tpomborutactuHoBoe BpeMsi (AUTB)). DHokcamapuH He BIMsUT Ha (apMaKOKHHETUKY
puBapokcabaHa.

B cBs3M ¢ TIOBBIIICHHBIM PHCKOM KPOBOTCUCHHUS HEOOXOIUMO COOJIFOIATh OCTOPOXKHOCTH IPH
COBMECTHOM MPUMEHEHUH C JIFOOBIMU JAPYTHMH aHTHKOAryastHtamu (cM. pasaenst 4.3 u 4.4).

HIIBIT/uaruburopsl arperaiuu TpoMOOIIUTOB

[Tocne coBMecTHOro mpumeHeHus puBapokcabana (15 mr) m 500 Mr HampokceHa KIMHHUYECKH
3HAQYMMOT0 YBEJIMYCHUSI BPEMEHU KPOBOTEUEHHUS HE HA0II01alI0Ch. TeM He MeHee, Y OTeIbHBIX JIUI]
BO3MOXKEH 0oJiee BBIPAXKEHHBIN (hapMaKOJUHAMUYECKU OTBET.

He HnabOmronanoch KIMHUYECKH 3HAYUMBIX (DapMaKOKMHETHYECKMX WM (apMaKoJUHAMHYECKHUX
B3aMMOJICHCTBUI MPU COBMECTHOM IpPHUMEHEHHH puBapokcabaHa ¥ 500 Mr aneTwiICaluIUIOBON
KHUCJIOTBI.

He o6HapykeHO (hapMaKOKMHETHMUYECKOTO B3aMMOJEHCTBHS MeEXAy puBapokcabanom (15 mr) u
KJIOMUI0TpesioM (Harpy3ouHas 103a 300 Mr ¢ mociaeayonMM Ha3HauYeHUEeM OIIEP>KUBAIOLIEN 103bl
75 Mr), HO y 4yacTU OOJBbHBIX HAOIIOAATIOCh 3HAYMMOE YBEIMYEHHE BPEMEHHM KpPOBOTCUEHUS, He
KOppEIMpOBaBIIee CO CTENEHBIO arperamuy TPOMOOIIMTOB M KOHIIEHTpalueid P-cemextuHa wimm
GPIIb/1la-penenTopa.

HeoOxonumo co0mrofath OCTOPOKHOCTH Ipu coBMecTHOM npumenenun c HIIBIT (Bxirouas
alleTWICATMIIUIIOBYIO KUCIOTY) U MHTMOUTOpaMHU arperaiuu TpOMOOIUTOB, TOCKOIbKY IPUMEHEHUE
ITHX MPenapaToB OObIYHO MOBBIIIACT PUCK KPOBOTEUCHUS (CM. pasaen 4.4).

CHO3C / CMO3CH

Kak u B cIyda€ ITPpUMCHCHHA JOPYyIrux aHTUKOAryJIsiIHTOB, BO3MOXHO YBCIIMYCHUC PHCKA
KPOBOTEUEHHS y MAIMEHTOB MPHU OJHOBPEMEHHOM MPUMEHEHUHU C CEIEKTHBHBIMU HHTUOUTOpAMH
obpatHoro 3axBata ceporoHuHa (CMO3C) u ceneKTUBHBIMH HHTHUOWTOpaMH OOpaTHOTO 3axBara
cepotonuHa u HopanuHedpura (CHMO3CH), BcrieacTBUE BAUSHUS ATHX MIPEMapaToB Ha TPOMOOIUTHI.
Pe3ynbpTaThl KIMHUYECKUX WCCIEAOBAHWN pHUBapoKcabaHa MPOJESMOHCTPUPOBAIH YHCICHHOE
MOBBIIIICHUE OONBIIUX U HEOONBIIMX KIWHUYECKH 3HAUYMMBIX KPOBOTEUEHHH BO BCEX Tpymmax
JICYCHHS ITPU COBMCCTHOM IIPUMCHCHHHU 3TUX IIPEIapaToB.

Bapdapun

[Tepexon marmenToB ¢ antaronucta utamuna K sapdapuna (MHO ot 2,0 no 3,0) Ha puBapokcaban
(20 mr) umm c puBapokcabana (20 mr) nHa Bapdapun (MHO or 2,0 no 3,0) yBenuumBan
nporpomburoBoe Bpemss/MHO (Neoplastin) B Oosbiieil creneHn, YeM NPH CYMMHPOBAHHUU
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MOJIaBJICHUE aKTUBHOCTHU (pakTopa Xa M SHAOT€HHBIN MOTEHIHAT TPOMOUHA OBIIIH aJIUTUBHBIMHU.

B cinydae HeoOxomumocTu uccienoBanus (papmakoanHamuyeckux 3QQexToB puBapokcabaHa BO
BpeMs MIEPEXO0IHOTO MEPHO/a, B Ka4yecTBE HEOOXOAMMBIX TECTOB, HA KOTOPBIE HE OKA3bIBACT BIIHMSHHUE
BapdapuH, MOKHO HCIIOIB30BaTh onpeaeiacHue anTu-Xa akruBuoctd, PICT u HepTest. Haunnas ¢
4-ro nHS TOcie mpueMa TocienHei o3l BapdapuHa Bce TecThl (B ToM umcie [IB, AUTB,
MO/IaBJICHUE aKTUBHOCTH (pakTopa Xa W SHAOTCHHBIA MOTEHIIMAT TPOMOHMHA) OTPa)XaroT TOJBKO
BIIMSIHME pUBapOKcabaHa.

B ciyuae HeoOxoauMocTH uccienoBanus hapmakoanHaMmuyeckux 3Qp¢hexkToB BaphaprHa BO Bpems
MEPEXOAHOTO Tepuoaa, MOXKET ObITh Hcmonb3oBaHO u3MepeHue BenuunHbl MHO mpu Crpomesxyr.
puBapokcabana (cmyctss 24 wyaca mociie MpeAbLAYLIero IMpHeMa puBapokcabaHa), MOCKOJIBKY
puBapokcabaH OKa3bIBaeT MUHUMAJIBHBIN 3()()EeKT Ha ITOT MOKa3aTelb B JaHHBIH MOMEHT BPEMEHHU.

dapMaKOKMHETHYECKOTO  B3aMMOJCHCTBHS MEKAY BaphapuHOM H  pHBapoKcabaHOM He
HaAOIIOAJIOCK.

Muanykropsl CYP3A4

CoBMecTHOE IPUMEHEHHE PUBAapOKcabaHa U pupaMIHINHA, SBISIONIETOCS MOITHBIM HHIYKTOPOM
CYP3A4, mpuBonuno k cHmwkenuto cpenneit AUC puBapokcabana mpubnusutensHo Ha 50 % u
OJTHOBPEMEHHOMY YMEHBIIICHUIO ero apMakoanHaMudeckux 3¢ ¢pexroB. COBMECTHOE MPUMEHEHUE
puBapokcabana c¢ apyrumud MouHbiMH uHAYKTOpamMu CYP3A4 (manpumep, (HEeHUTOMHOM,
kapbamaszenuHoM, (peHobapOHuTaIOM WM IpernaparaMmu 3Bepo0os mpoabipsisieHHoro (Hypericum
perforatum)) Takke MOXKET MPHUBECTH K CHIDKCHHIO KOHIIEHTpAIMi pUBapoKcabaHa B IIa3Me.
CrnenoBarenbHO, HEOOXOAUMO U30ETaTh COBMECTHOTO MTPUMEHEHH MOITHBIX HHAYKTOpoB CYP3A4,
KpOME CJIy4aeB, KOT/a MalueHT HaXOIUTCS MO/ THIATEIbHBIM HAOII0ICHUEM Ha MPEJIMET Pa3BUTHUS
MIPU3HAKOB U CUMIITOMOB TpoM0o03a.

IIpoyas conyTCcTBYIONIAS TepaIUs

Knuanuecky 3Ha4MMBIX (hapMaKOKUHETUYECKUX WITH (DapMaKOIMHAMUYECKUX B3aMMO/ICHCTBHIA TIPH
COBMECTHOM MpPHMEHEHHM puBapokcabaHa ¢ muaazongamoMm (cyocrtpar CYP3A4), nurokcuHoMm
(cyoctpar P-rimkomnporenHa), atopBactatmHoM (cyocrtpar CYP3A4 um P-rmukonporewna) wim
OMeETIpa30JioM (MHTHOUTOp MPOTOHHOM MOMITBI) He Habmoaanock. PuBapokcaban He MHTUOUPYET U
He naaynupyetr CYP3A4 wim mobsie apyrue ocHoBHBIE H30(opmbr CYP.

BausHue Ha J'Ia6ODaTODHLIe napaMETphbIl

PuBapoxcabaH oka3bIBaeT BIMSHUE Ha ITOKa3aTeIN CBEPThIBAEMOCTH KpoBHU (Hanpumep, [1B, AUTB,
HepTest) B cBsA3U CO CBOMM MEXaHHU3MOM JieiicTBus (CM. paszen 5.1).

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTH U JIAKTAIUA

JEeBOYKH-TIOAPOCTKH C IETOPOAHBIM ITOTESHIIMAIOM

JIeBOUKH-TIONPOCTKUA C JETOPOIHBIM TOTEHIIMAIIOM JIOJDKHBI M30eraTh OepeMEHHOCTH BO BpeMs
Tepanuu puBapoOKcadaHOM.

bepemeHHOCTH

bezonacHocth u 3 dextuBHOCTh Mpenapara Kcapento y OepeMeHHBIX JKEHIIIMH HE YCTaHOBIICHBI.
HaHHI)IC, IMMOJIYYCHHBIC B UCCIICAOBAHUAX HA JXUBOTHBIX, IMOKA3aJIM PEIIPOAYKTHBHYIO TOKCHYHOCTE.
N3-32 BO3MOKHOUM penpolyKTUBHON TOKCHUYHOCTH, PUCKA KPOBOTEUEHUS U JJAHHBIX O CIIOCOOHOCTH
MIPOHUKATh Yepe3 IUIAeHTy npenapar KcapenTo MpoTHBOIOKa3aH BO BpeMsi OEPEMEHHOCTH (CM.
paznen 4.3).
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JlakTanus

bezonacHocts 1 3¢ ¢exTuBHOCT, mpenapara KcapenTo y KOpMSIIUX >KEHIIUH HE YCTaHOBIJICHBI.
JlaHnHble, TMONY4YEHHbIE B UCCIEJOBAHMSIX HA >KMBOTHBIX, IOKa3bIBAIOT, YTO pHUBapoOKcadaH
BBIJIEIISIETCS C TPYIHBIM MoslokoM. CienoBatenbHo, npenapar Kcapenro npoTuBonokasad BoO BpeMs
rpyAHoro BckapmimBaHus (cMm. pasgen 4.3). HeoOxomumo NpHUHATH pellieHHE O MpeKpallieHuu
IPyIHOTO BCKapMJIMBAHHS WK PEKPaIleHHUH/ TIPHOCTAHOBICHUH TEPAIINH.

DepTUILHOCTD

CrierupuHBIX UCCIICIOBAHUM 110 OlICHKE BIIMSHUS puBapokcabaHa Ha GepTUIHLHOCTD Y YeJIOBeKa HE
MPOBOJAMIOCHE. B HCCIEIOBAHMH MYKCKOW M JKCHCKOW (EPTHUILHOCTH y KpBIC BIHSHHUS HE
HaOJIIOAJIOCh.

4.7. Bausinue Ha CHOCOOHOCTH YINPABJIATh TPAHCHOPTHBIMU CPeACTBAMM M PpPadoTarb ¢
MeXaHU3MaMu

[Mpenapar Kcapenro oka3biBaeT HE3HAYUTEIILHOE BIUSHHE Ha CIHOCOOHOCTh  YIPABIAThH
TPAHCIIOPTHBIMU CPEJICTBAMU W MexaHm3mMamu. Ha ¢oHe mnpuema mnpernapara OTMEYaIOCh
BO3HHUKHOBEHHE OOMOPOKOB (4acTOTa: HEYaCTO) U T'OJIOBOKPYKEHUS (YacToTa: 4acTto) (cM. paszien
4.8). IlanMeHThI, Y KOTOPHIX BOSHUKAIOT MTOI00HBIC HEXKEIaTeIbHBIC PEAKIIUU, HE TOJDKHBI YIIPABIISAThH
TPAHCHIOPTHBIMH CPEJCTBAMHU WJIM MEXaHHU3MaMHU.

4.8. HexeateibHble peakuuu

Pesrome nmpoduiist 0e3onacHOCTH

be3onacHocTh puBapokcadaHa OIleHUBAJIACh B TPUHAAIATH OCHOBHBIX uccienoBanusix 11 ¢assr (cm.
Tabmumy 3).

PuBapoxcaban npuHuManu cymmapHo 69608 B3pocibIX MAIMEHTOB B IEBATHAIATH UCCIIEI0OBAaHUSIX
Il dazer u 488 nereit B AByx uccneaoBanusx Il ¢aser u 1Byx uccnenoBanusx I dazsr.

Tabnuya 3. Yucno nayuenmos, yuacmeo8asuiux 6 Uccie008anusx, CYMMApHAs CYmMO4Hds 003d U
MAKCUMANIbHASL  NPOOOJIICUMENbHOCL  JledeHuss 8 uccredosanusx Il ¢haszvl, npogedeHHvix c
yuacmuem 83pociioll U 0emcKol NONYIAYUL.

Iloxazanue Yuciao Cymmapnas MaxkcumanbHas
CYTO4YHas 1032 NPOAOJIKUTEIbHOCTD
JIeYeHH s

NAIHEHTOB*

[Ipodpunaktuka BEeHO3HOU
TpoMbo3Mbouu  (BTO) y 6097
B3POCJIBIX NAIUEHTOB,
MEpPEHECHINX IUTAHOBYIO
Olepaly MO0  3aMeHe
Ta300€I[PEHHOTO WIH
KOJIEHHOT'O CyCTaBa

[Mpodpunmaxktnka BTD y | 3997 10 mr 39 nuent
MAIUEHTOB,
TOCITUTATM3UPOBAHHBIX €
OCTPBIM MEIUIITHCKUM
COCTOSTHUEM

10 Mr 39 nHel

Jleuenune Tpombo3a | 6 790 Jenp 1-21: 30 mr 21 mecsan
ryookux  BeH  (TI'B),

13



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 01.07.2025 N= 16255

-

e f e

* TlariieHTHl, MOTYYHUBIIKE, TIO MEHBIIIEH Mepe,

** 113 uccnenosanuss VOYAGER PAD.

OJIHY 7103y puBapokcabaHa.

TPOMGOIMOOJIMU  JIErOYHOM Hauthas—c '2'2| "';;LF‘JI" CFLTETIIT A D Ve
apTepun (TDJIA) u 20 Mr
npoUIaKTHKA PELUAUBOB
Ilocne MuHHMYM 6
mecdaueB: 10 Mr wim
20 mr
Jleuenue BTD u| 329 JHo3a, 12 MmecseB
npopUIaKTUKAa PELUAUBOB CKOPPEKTHPOBaHHAs B
BTD y HOBOPOXIEHHBIX W 3aBUCUMOCTH oT
neTei B Bo3pacte 10 18 ser Maccel  Tenma,  JuId
nocie HAYaJIbHOU JIOCTHKEHUS
CTaHJIapTHOU JKCIIO3ULINH,
AHTHKOAryJISHTHOM HabIo1aBIIeiics y
Tepanuu B3pOCIBIX,
nonyyaBmmx 20 mr
puBapokcabaHa OJMH
pa3 B JeHb  JUIA
neyenust TT'B
[Ipodunaktuka uncynsra u | 7 750 20 mr 41 mecsiny
CUCTEMHOMN
TpoMO03IMO0IINHU y
MAIEHTOB C
bubpuIIAIHIeH
IpeAcCepaAnil HEKJIAaHHOTO
MIPOUCXOXKIACHUS
[Ipodpunakruka 10 225 5 mr wm 10 wmr | 31 mecsan
aTepoTPOMOOTHUECKUX COOTBETCTBEHHO, B
COOBITUH y  TAIMEHTOB KOMOMHAINHU C
rnociie 0CTPOro alleTUIICATUIIUIIOBOM
KOPOHApHOTO CHHIpPOMA KHUCJIOTOMN 158105
(OKO) aleTUIICATUIIMIIOBOM
KHCIJIOTOMN c
KIIOTHJIOTPEJIOM  WJTH
TUKIIOMTUAUHOM
[Tpodunaktuka 18 244 5 Mr B koMOMHaLuu ¢ | 47 Mecs1eB
aTepoTPOMOOTHUECKUX aIe TUIICATHIIAIIOBOM
COOBITMHM Yy MAalMEeHTOB C kucnotoi unu 10 mr B
WIIEMUYECKOi  0OJIE3HBIO MOHOTEpAINU
cepana (MBC) I 3056% 5 Mr B koMOuHanmu ¢ | 42 mecsua
3a0o0yieBaHUEM .
. aIe TUIICATHIIAIIOBOM
nepudepuyeckux aprepui CHCIOTOI
(3I1A)

Haubonee yacTo perucTpupyeMbIMU HEXENaTeIbHBIMH PEaKIUSIMU y TAIHEeHTOB, MOTYYaBIIMX
puBapokcabaH, Obutl KpoBoTedeHHs (cM. pazgen 4.4. wm moapazgen «OmnucaHue OTIEITBHBIX
HeXKeNnaTeNbHbIX peakiuiy Huxe) (Tabmuma 4). Haumbonmee 4YacTo perucTpupoBAIUCH TaKHe
KpPOBOTEUEHHSI, Kak HOCOBOE KpoBOTeUeHHE (4,5 %) U jKeny10uHO-KuIleuHoe KpoBoTeueHue (3,8 %).
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Tabauya 4. Yacmoma 603HUKHOBeHUsT KpOBomeueHUu™ u %%JE;';E'ﬁJe%MEy':%EﬁMZLGHn}k

pusapokcaban 6 xo0e 3a8epuleHHbIX KiuHuvyeckux uccieoosanuil I ¢hazvl ¢ yuacmuem 63pocnoii u
0emcKol NOnyaiayui.

Iloka3anue JI10oe KpoBOTEUEHHE AHeMust

[Mpodunaktuka BEHO3HOM | 6,8 % manueHToB 5,9 % nauueHToB
TpOMOOIMO0ITUH (BTD) y
B3POCJIBIX MMAIUEHTOB, IIEPEHECIIINX
TUTAHOBYIO OIEPALMIO TI0 3aMEHE
Ta300€IPEHHOT0 WJIH KOJICHHOTO
cycTaBa

[Mpodunakrtuka BTD y manuentos, | 12,6 % nanueHToB 2,1 % nmanueHToB
TOCIUTAJIM3UPOBAHHBIX C OCTPBIM
MEIUIIMHCKUM COCTOSIHHEM

JleyeHue TI'B, TOJIA u | 23 % nauueHToB 1,6 % nmanueHTOB
poUIIaKTHKA PEIIUINBOB

Jleuenue BTD wu mnpodunaktuka | 39,5 % nanueHToB 4,6 % maureHToB
pELMINBOB BTD y

HOBOPOXKICHHBIX W  JCTeH B
Bozpacte g0 18 g;er mocne
HavyaJIbHOU CTaHJIapTHOU
AQHTUKOATYJIIHTHOW Teparnuu

[Tpodunaktuka UHCYJIbTA U | 28 coObITHI 2,5 coObITUSA
CHCTEMHON oM0O0IMO0IHHI
P Z’ Ha 100 manmeHTo-JIeT Ha 100 manmeHTo-JIeT

MaueHToB ¢ pudpuuisueit
npeacepann HEKJIAIIAHHOT' O
MIPOUCXOXKACHHUS
[Tpodunaktuxa 22 cobpITus 1,4 cobpiTUA
aTepOTPOMOOTHUECKUX COOBITHH

poTp Y| Ha 100 HarMueHTo-JIeT Ha 100 manueHTO-JIET
nanuenTos nociie OKC
[Tpodunaktuxa 6,7 coObITHI 0,15 coOwITHit
aTepOTPOMOOTHUECKUX COOBITHH

poTp Y| Ha 100 HarMueHTo-JIeT Ha 100 manmenro-ner**

narmentoB ¢ UBC wim 31TA

8,38 coObtuit  Ha 100 | 0,74 coObITHS
MALHEHTO-TeT

Ha 100 mamuenTo-mer* **#

* Bo Bcex KIMHUYECKHUX UCCIEI0BAHUIX pHBapOKca6aHa BCC CJIyuau KpOBOTCUCHUSA CO6I/IpaIOTC$I,

PETHCTPUPYIOTCS U OIICHUBAIOTCSI.

** B uccnenosanuu COMPASS yacrora BcTpedaeMOCTH aHEMUHU HHU3Kasl, TOCKOJIBbKY MPUMEHSIICS
BBIOOPOYHBIH MTOAXO/] K COOPY JaHHBIX 110 HEXKENATSILHBIM SIBICHUSIM.
*** JIpu cOope TaHHBIX O HEXKETATENbHbIX SBICHUAX IPUMEHSIICS BEBIOOPOUYHBIHN MOAXO/.

# U3 uccnemoBannsa VOYAGER PAD.

Tabnuunoe pe3roMe HeXKellaTelIbHbIX peaKIINi

YacroTa BCTPEYaCMOCTH HEXKETATCIbHBIX PEAKIUH, BO3HHKABIIMX y JIETEH W B3POCIBIX IIPH
npuMeHeHnu npenapara Kcapenro, ¢ pa3aeneHuem mo CUCTeMHO-OpraHHbIM kiaccam (MedDRA) u
10 YaCcTOTE MpHUBEACHA B TAOIUIIE 5 HIDKE.
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YacroTra BCTPEYaeMOCTH OTIPEIEISIETCS KaK:
o4deHb yacto (>1/10);

gacto (>1/100, no <1/10);
HedacTo (>1/1000, o <1/100);
penko (>1/10000, o <1/1000);

oueHb peako (<1/10000);

.
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LA

-

ot 01.07.2025 N= 16253

(NOCNEQCBATENEHOCTE 0003)

qacToTa HEM3BECTHA (Ha OCHOBAaHUHU UMCHOIIUXCA JaHHBIX OOCHUTH HGBOSMO)KHO).

Tabnuya 5. Bce medicenamenvuvie peakyuu, 3apecucmpupo8aHHvle ) 63DPOCAbIX NAYUEHMO8 8
kaunuyeckux uccireoosarusx Wl gpaszer unu 6 xooe nocmpezucmpayuornnoeo npumenenus ™, a maxoice
y neduampuueckux nayuenmos 8 08yx ucciedoganusx |l ¢paser u d8yx uccnedosanusx |l ¢pasoi.

Yacto

Heuacto

Penxo

Ouenb peako

YacrTora
HEen3BeCTHA

Hapymenust co cTopoHbI KPOBH M JIMM(PATHYECKOI CHCTEMbI

AHemus
(BKITIOUAst
COOTBETCTBYIO-
ue
nabopaToOpHbBIC
rapameTphl)

TpomOo1uTO3
(BKIIIOUAst
MOBBIIICHHE
KOJINYECTBA
TpOM6OI_[I/ITOB)A,
TpoMOouuTOMNE-
HHA

Hapymenust co cTOpoHbI HMMYHHOM

CHUCTEMbI

Ausneprudeckas
peakuus,
aJUIePrudeCcKui
JIEpPMATHUT,
AHTMOHEBPOTHU-
YECKUH OTEeK U
aJUIepPruYeCcKui
OTEK

AmnadmnakTadec-
Kue peaKiuu,
BKJTIOYAst
aHa(MIaKTH4eC-
KM 10K

Hapyme}mﬂ CO CTOPOHBI HepBHOﬁ CHUCTEMBbI

I'onoBokpyxe- Brytpumosrosoe

HHE, TOJIOBHAs | U

60J1b BHYTPUYEPEIIHOE
KpOBOU3JINSHHUE,
00MOpOK

Hapyme}mﬂ CO CTOPOHBI OpraHa 3peHus

Kposonsnusaue
B TJa3 (BKJIIOYAst
KPOBOM3JIUSIHUE B
KOHBIOHKTHBY)

HapyumeHnust co CTOpoHbI cepana

Taxukapaus

HapyieHust co CTOPOHBI COCY10B
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OTEETCTEYET 3KCTNEPTHOMY OTYETY

ot 01.07.2025 N= 16255

Yacro Heuacto Peaxo OYeng peao- " F4aérora = -
HeH3BeCcTHA

CHMKeHHE

apTepHAaIbLHOTO

JIaBJICHUS,

remMaTroma

Hapymelmﬂ CO CTOPOHBI JbIXaTeJIbHOH CUCTEMbI, OpraHoB pr}IHOﬁ KJICTKHA U CPEAOCTCHUSA

HocoBoe Do3uHOpUIbHAS
KPOBOTECUCHHE, ITHEBMOHHS
KPOBOXapKaHbe

HapyuieHust co CTOpPOHBI JKeJIyI0YHO-KHIIIEYHOT0 TPAKTa

KpoBoTounsocTts
JIECEH,
KEITyT0IHO-
KHILIEYHOE
KPOBOTCUCHHE
(BKITFOUAS
peKTaIbHOe
KPOBOTEUYCHHE),
O6omu B obmacTtu
KKT u B 3xuBOTE,
TUCTICTICHS,
TOIIIHOTA,
3amop”®, juapes,
psota’

CyxocTb BO pTY

Hapyme}mﬂ CO CTOPOHBI IEYCHHA U KEJITICBBIBOAAIIIUX l'lyTeﬁ

[ToBbIIEHNE Hapymenne Kentyxa,
aKTUBHOCTH ¢byHKIMN MIOBBIIIIEHUE
TpaHCaMHHA3 TIeYeHH, KOHIICHTPALIUU
MIOBBIIIIEHUE KOHBIOTUPOBAH-
KOHIICHTPALIU! HOTO
OounpyOuHa, OounpyOuHa
MTOBBIIICHHUE (mpu
aKTUBHOCTH COITyTCTBYIOILIEM
LIEJIOYHOU MOBBIIICHU T
docdarassl aktuBHOCTH AJIT
KpoBH®, unu  0Ge3 Hero),
MOBBIIIIEHUE XoJjecras,
aKTUBHOCTH TeraTuT
IrTA (BKITIOUAs
renarTorenIo-
JSIpHOE
MIOBPEXKICHHE)

HapyueHnust co CTOPOHBI KOKHM U NOJKOKHbIX TKaHel

KoxHb1i1 3yx | KpanuBuuna Cunnpom
(BKITIOUAs CruBeHca—
HeYacThle cliyyau JI>xoHCOHa /
reHepaJIu30BaH- TOKCUYECKHUI
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OTEETCTEYET 3KCTNEPTHOMY OTYETY

ot 01.07.2025 N= 1E:

Yacro Heuacto Peaxo OYeng peao- " F4aérora = -
HeM3BeCTHA

HOTO 3yaa), AnuAepMabHbIN

KOKHasi  CBIIIb, HEKPOJIN3,

IKXHMO3, DRESS-cunapom

KOKHBIE u

ITOJKOKHBIE

KPOBOM3JIUSIHUS

Hapymeﬂml CO CTOPOHBI MbIHIe'lHorl, CKeJIETHOI M COeTUHUTEIbHOMH TKAHU

bouib B | ['emapTpo3 KpoBouznusiaue KomnaprmeHnT-

KOHEYHOCTSX" B MBIIIILY CHUHJIPOM Kak
CJIEJICTBUE
KPOBOTEUCHHSI

Hapyuienust co cTOpoHbI MOYEK U MOYEBBIBOASIIIMX MyTeii

KpoBoteuenue u3 [Toueuynas

YpOTE€HUTAIHHO- HEI0CTaTOYHOCTh

ro TpakTa /ocTpas

(BKITIOUAst IIo4eyHas

reMaTypuro u HEJ0CTaTOYHOCTh

MeHopparuio®), KaK  CIIeJICTBUE

HapyluieHue KPOBOTEUYCHHSI,

GyHKIMH TIOYEK JIOCTaTOYHOT'O

(BKITIOYAst JUISL TOTO, YTOOBI

MOBBIIIICHUE BBI3BATh

KOHIIEHTPALIUU runonepPys3uro

KpeaTnHUHA,

MOBBIIIIEHUE

KOHIICHTPALIU!

MOYEBUHBI

KpPOBH)

OOuue HapylIeHUS U PeaKUMU B Me

CT€¢ BBCACHUSA

anopanKaA,
nepudepruyeckuit
OTEK, CHIKEHHE
oO0men
¢buznyeckoi
CUJIBl U DHEPTUH
(BKITIOUAs
ciabocTh "
ACTEHHIO)

Yxynauenue
oO1miero
CaMO4yBCTBUS
(BKITIOUAst
HEJIOMOTaHHUe)

JlokaibHBIN
orex”

JlabopaTopHbIe 1

HHCTPYMECHTAJIbHBIC TAHHBIC

IToBeIlIcHUE
aKTUBHOCTH
JIATA,
TOBEBIIIIEHHE
aKTUBHOCTH
uMnaser,
MOBBIIIICHHUE
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COOTBETCTBYET : -"I'i'l'_EF'TH 'H-' OTYETY

Yacto Heuacro Penko OWehis f)%tﬂm':'“ T ‘J‘-iﬁprm* bk
HeH3BeCTHA
AKTHUBHOCTHU
aMmaser®

TpaBMLI, HHTOKCUKAIUU U OCJTOKHCHUS MPoUEaAyp

KpoBouznusinus Cocynucras
1ocjie Mpouexyp IICEBJIOAHEBPU3-
(BKITIOUAS ma®
I10CJIEONEPALIIOH

HYHO aHCMHIO H
KpPOBOTCYCHUC U3

paHbI), yIIuo,
BbIJICJICHUE
cekpera u3
panbr®

A

HaOmonanuch npu npoduinaktuke BTD y B3pOCHbIX MalMEHTOB, MEPEHECIIUX IJIaHOBYIO
OIepaluio 1o 3aMeHe Ta300€JPEHHOT0 WK KOJIEHHOTO CyCTaBa.

B Habmonanuch npu edennu TI'B, TOJIA u npodunakTuke penuanBOB KaK OUY€Hb YacThie Y

JKEHIIUH B Bo3pacre < 55 Jer.

¢ Ha6J'IIO,I(aJ'II/ICI> KaK HCYaCTbIC B paMKax HpO(I)I/IJIaKTI/IKI/I aTGPOTpOM6OTI/I‘leCKI/IX COOBITHH y

nanuenToB nocie OKC (mocie 4peckoKHOTO KOPOHAPHOTO BMEIIATEILCTBA).

* TlpumeHsICS TpeABapUTENIbHO 3aJIaHHBIA  BBIOOPOYHBIA IMOAXOA K COOpYy JaHHBIX IIO
HEXKEIIATSIBHBIM SIBJICHHUSIM B OT/ACIbHBIX HccienoBanusx 111 ¢a3er. Ha ocHOBaHWYM aHanmm3a JaHHBIX
3TUX UCCIEOBAHUIN 4acTOTa HEXEJATEIbHbIX PEaKIMi HE MOBBICUIIACHh, U HOBBIX HEXKEJIATEJIbHBIX
peakiuii HACHTU(PUIIMPOBAHO HE OBLIO.

OnucaHue OTACNBHBIX HEKENATEIbHBIX PEaKIUn

VYyuteiBas (hapMakoJOTMUECKUII MEXaHU3M JEUCTBHs, MpUMEHEHHe mpenapara Kcapento mMoxxet
COIPOBOXKAATHCS MOBBIIIEHHBIM PUCKOM CKPBITOTO HIIM SIBHOTO KPOBOTEUEHUS U3 JIFOOBIX TKaHEH 1
OpraHOB, KOTOPO€ MOXXET MPUBOIUTH K IMOCTreMopparniyecko anemuu. [Ipu3HaKu, CUMITOMBI U
CTETEeHb TSHKECTU (BKJIIOYAsi BO3MOJKHBIN JeTaabHBIM UCX0/a) OyayT BapbUPOBATHCS B 3aBUCHIMOCTH
OT JIOKaJU3allii, UHTEHCUBHOCTU WJIM MPOJOKUTEIbHOCTH KPOBOTEUEHHUS W/WIM aHEMHUH (CM.
nojpaszaen «Jledenne KpoBoTeueHu» pasaena 4.9.). B KIMHUUECKUX UCCISIOBAHHUIX KPOBOTCUCHHS
U3 CIM3UCTBIX 000J104YeK (2 UMEHHO: KPOBOTEUEHHE U3 HOCA, IECEH, JKEITYJOUHO-KUIIIEYHOTO TPAKTa,
MOYENOJOBOM CHUCTEMBI, BKJIIOYas AHOMAJIbHOE BarMHAJIbHOE WJIM YCUJIEHHOE MEHCTpPyalbHOE
KPOBOTEUYCHHUE) U aHEeMHsI HaOJI01auch 0oJiee 4acTo MPH JUTUTEILHOM JICYCHUU PUBApPOKCAOaHOM
o cpaBHeHuto ¢ jgeueHueM ABK. Takum 0Opa3zom, B JOMOTHEHHE K HAJUIekKAIIEMYy KIMHUYECKOMY
Ha0II0JICHUIO, JTAOOPATOPHOE HCCIEAOBAaHUE TeMOTJIO00MHA/TeMAaTOKPUTAa MOXKET OBITh 3HAYMMBIM
JUISL BBISIBJIEHUSI CKPBITBIX KPOBOTEUEHUN U KOJIMUYECTBEHHOW OLIEHKH KIMHUYECKOW 3HAYMMOCTHU
SIBHBIX KPOBOTEUYEHUH B CIydasiX, KOorja MPpUMEHUMO. PUCK pa3BUTHS KPOBOTCUCHHI MOXKET OBITh
MOBBIIICHHBIM y ONPEIEICHHBIX TPy MallUEHTOB, HAIIPUMEDP, Y NAIMEHTOB C HEKOHTPOJIUPYEMOM
apTepuaIbHOM TUTIEPTEH3UEH U/UITK TIPU COBMECTHOM MPUMEHEHHH € TIperapaTaMu, BIUSIOIMIMMH Ha
remocta3 (moxapasnen «Puck kpoBoTeueHus» paszena 4.4.). MeHcTpyallbHOE KPOBOTECUCHHE MOXKET
ObITH O0JIee OOUITBHBIM W/WJIH MPOIOJIKUTENBHBIM.

I'emopparnueckue OCIOXKHEHHS MOTYT TPOSBISIThCS B BUAe  ciaboctu, OieaHOCTH,
TOJIOBOKPY>KEHHS, TOJIOBHOW 00 MIIM HEOOBSICHUMBIX OTEKOB, OJBIIIKY UM HEOOBICHUMOTO LIOKA.
B HEKOTOPBIX cayyasx BCIEICTBUE aHEMUU HAOIIOJAINCh CHMITTOMBI UIIIEMUH MHOKap/ia, TAaKHe KakK
00J1b B TpYJIU WM CTEHOKAP/AUSL.

[Ipu npumenenun npenapata KcapenTo perucTpupoBaIuch M TaKHUE H3BECTHBIE OCJIOKHEHUS,
BTOPUYHBIC IO OTHOIICHHUIO K TSHKEITBIM KPOBOTEUCHHUSM, KaK KOMIIAPTMEHT-CUHIPOM M TTOYEYHAS
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COOTBETCTBYET 2KC __ EPTHOMY OTUETY

ot 01.07.2025 N= 16253

HEJIOCTATOYHOCTh BCJEACTBHE runonepdys3un. Takum o6pa30££| 'E'&e}@&'%ﬁiﬂb%lw%da&axh&&t

KPOBOTEUEHHS IMPH OLIEHKE COCTOSHUS JIFOO0T0 MAIMEeHTa, TTOTYJYaloero aHTUKOATyJISTHTHI.
eTH
Jlewenue BTO u npogunakmura peyuousog BTO

Onenka npoduis 0e30MacHOCTH y JeTell U MOAPOCTKOB OCHOBaHA Ha JAHHBIX 10 0€30MacHOCTH
OTKPBITBIX UCCIIEJIOBAHUI C aKTUBHBIM KOHTpoJieM (Byx uccnenoBanuii I ¢a3er u ognoro 111 dassr)
C y4acTHeM IAIMEeHTOB B Bo3pacTe OT poxaeHus 10 18 ner. PesynbTarsl npoduist 6e30macHoCTH
ObUIM B 1IEJIOM COIOCTaBHUMBIMH Ul PHUBapOKcabaHa M IMpernapara CpPaBHEHUS B Pa3IHMYHBIX
BO3PACTHBIX TIpymmax jaered. B memom mpoduns Oe3omacHoctn y 412 neTelt M MOIPOCTKOB,
MOJTy4YaBIIUX pHBAapoKcabaH, ObUI aHAJOTMYeH NPOQHI0 O0E30MacHOCTH, HAONIOIAEMOMY BO
B3pOCJION MOMYJISILIMU, U COXPAHSJICS BO BCEX BO3PACTHBIX I'PYyIIax, XOTA OLEHKAa OrpaHHYeHa
HEOOJIBIITNM KOJIMYECTBOM IAIIUEHTOB.

I'onoBuas 601ab (oueHs yacto, 16,7 %), nuxopaaka (oueHs yacto, 11,7 %), HOCOBOe KpOBOTEUEHHE
(ouens uacro, 11,2 %), pBota (ouensb uacro, 10,7 %), Taxukapaus (yacto, 1,5 %), TOBBIIICHNE
KOHIeHTpauuu OmnupyOuHa (dacto, 1,5 %) W moBbIIEHHE KOHIEHTPAIMU KOHBIOTMPOBAHHOIO
ounnpyouna (peaxo, 0,7 %) perucTpUpOBAIUCH y MEAHMATPHUUYECKUX TMANMEHTOB dYalle, 4eM Yy
B3pocibix. Kak u Bo B3pocioil momyssiiuu, MeHopparus Ha0moaanack y 6,6 % (dacto) neBouek-
MOJIPOCTKOB TIOCIEe MeHapxe. TpomOonuTonenus, HabmogaeMasi B paMKax IOCTPETUCTPAIIIOHHOTO
MOHUTOPUHIA BO B3POCIIOW TOMYJSINH, B KIMHHYECKUX HCCICIOBAHUAX Ha IEIHATPHUCCKON
nomyJsuu Habmronanack yacto (4,6 %). HexxenarenbHble peakuuy y neguaTpUyecKux NaueHTOB
OBUIM B OCHOBHOM OT JICTKOH JI0 YMEPEHHOM CTEIICHU TSHKECTH.

Coo011eHune 0 0A03pEBAEMBIX HEXKETATEIbHBIX PEAKIINIX

BaxHo coo0marh O NOJO3pEBAacMbIX HEXKEJIATENbHBIX PEAKUUAX IOCI€ PErucTpalnuu
JIEKapCTBEHHOI'O IIperapara C LEeibl0 O0ECeueHUs: HENpPEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«T10JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnapara. MeAUIUHCKUM pabOTHUKAM pPEKOMEHIYeTCs
coo0IaTh O JOOBIX MO03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMAX JEKAPCTBEHHOIO IIpenapaTa 4epes
HallMOHAJIbHBIE CHUCTEMBl COOOIIEHHMS O HEXENaTeNbHbIX pPEaKLUUsAX TOCYAapCTB — YIEHOB
EBpa3niickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas ®@edepayus

®denepanpHas cayx0a o Haa3opy B chepe 3apaBooxpaneHus (PoczapaBuanzop)
Anpec: 109012, r. MockBa, CnaBstHCKas 1101maib, 1. 4, cTp. 1

Tenedon ropstaeii muanu: +7 800 550 99 03

DnektponHas mouta: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

«HannoHaIbHBIN IIEHTP SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB U METUIIMHCKUX U3aenuin» Komurera
MEIHUIIMHCKOTO M (papMalleBTUYECKOTr0 KOHTpOJsi MUHHUCTEpCTBa 3ApaBOOXpaHeHus PecmyOnuku
Kazaxcran

Anpec: 010000, r. Acrana, paiton baiikonsip, yi. A. Imanosa, 13 (BL] «Hypcayner 2»)
Tenedon: +7 7172 23 51 35

OnektponHas noura: farm@dari.kz

https://www.ndda.kz

20



COOTEBETCTEYET 3KI(
ot 01.07.2025 N= 16255

(MOCNEQOBATENEHOCTE 0003)

4.9. Ilepeno3upoBka

“MEPTHOMY OTYETY

CuMITOMBI

VY B3pOCIBIX MAalMEHTOB OBUTH 3apETHCTPUPOBAHBI PEIKHUE CIydad mepeno3upoBku a0 1960 mr. B
clly4ae TepeJO3UPOBKH HEOOXOIUMO TIIATEIHHO HAOIIOATh MAIMEHTOB HAa MPEAMET Pa3BUTHS
KPOBOTEUEHHI WU IPYTUX HEXeNaTeNbHbIX peakiuil (cM. moapasen «Jleduenne KpoBoTeUSHHID)
paznena 4.9). Jlanasie y geTeil orpaHuyeHbl. B CBs3M ¢ OrpaHUYEHHBIM BCAChIBAHUEM OKHIACTCS
pa3BUTHE HU3KOYPOBHEBOI'O IUIATO KOHLIEHTpAllMW mpenapara 0e3 AalbHEHIIEero yBEJIUYEHHUS €ro
CpellHeH KOHIIEHTpAIlMH B TUIa3Me KPOBH IIPU MPUMEHEHUU 103, MPEBHIIIAIONIUX TEPANEBTUUECKUE,
paBHBIX 50 MT' U BbIIIE Y B3POCIBIX, OTHAKO JaHHBIC O J103aX, MPEBBIMIAIONIUX TePaIeBTUYECKHE, Y
JeTEN OTCYTCTBYIOT.

Jleuenue
Creunduyeckuii aHTUAOT, OCHAOISIONINI (hapMakoJUHAMUYECKOE JCHCTBHE puBapokcabaHa, HE
YCTaHOBJICH JIJIs IeTeH.

B cnydae mepeno3upoBKM puBapokcabaHa Jisi CHUXKEHUS BCACBIBAHUS MOXKET TNPUMEHSTHCS
aKTUBHUPOBaHHBIN yroub. [Ipeanonaraercs, 4ro puBapokcabaH He MOJBEPTaeTCsl TUANNU3Y B CBS3H C
BBICOKHUM CBSI3bIBAHUEM C O€JIKaMHM I1JIa3Mbl KPOBH.

Jleuenue kposomeuenuil

Ecnu y nanmenTa, moiy4aromero puBapokca®aH, BOSHHUKIO OCIOKHEHHE B BHJIE KPOBOTCUCHHS,
CIIEAYIOIIMIA NpUEM pHUBapoKcabaHa clelyeT OTIOXKHUTh WIIHM, NPU HEO0OXOAMMOCTH, OTMEHUTb
neuenue. [leproa momyBbIBeIeHHSI pUBApOKCcadaHa y B3POCIBIX COCTABISIET MPUOIM3UTEIHHO 5—13
yacoB. [leproa monyBbIBeJEHHUs y AeTell, CIIPOrHO3MPOBAHHBIA C MOMOLIbIO HOIMYJSMOHHOIO
(hapMaKOKHHETHIECKOTO MOICITUPOBaHNS, 00JIee KOPOTKHi (cM. pasnen 5.2). JledeHne 10KHO ObITh
WH/MBUYalbHBIM B 3aBUCUMOCTH OT TSDKECTH M JIOKaIM3aluu KpoBoTedeHus. Ilpu HeobxoagumocTu
MO>KHO IPUMEHATh COOTBETCTBYIOIIEE CHUMIITOMATHYECKOE JICUEHHE, TaKOe KaK MeXaHudecKas
KoMIIpeccus (HampuMmep, IpU TSDKENbIX HOCOBBIX KPOBOTEUEHHUSX), XUPYPrMUECKHIl remMocras ¢
MpoLEeypaMu KOHTPOJISI KpOBOTEUEHUS], MH(Y3MOHHASI Tepalus U reMOJuHaAMHYecKas OIIepiKKa,
IIPUMEHEHHE TIPENApaTOB KPOBH (IPUTPOLIUTAPHON MAcChl MIIM CBEXE3aMOPOKEHHOH IUIa3Mbl, B
3aBHUCHUMOCTH OT TOT'0, BO3HUKJIA aHEMHUSI UJTM KOATyJIONaTHs) WA TPOMOOLIUTOB.

Ecnu nepeunciieHHbIe BBIIIE MEPONIPUATHS HE IPUBOJAT K YCTPAHEHUIO KPOBOTEUEHHUSI, MOTYT OBITh
Ha3HayeHbl  crenuuYecKrue MPOKOAryJssHTHbIE IpermapaThl, Takue, Kak  KOHLEHTpAaT
IPOTPOMOMHOBOTO KOMIUIEKCA, AKTUBUPOBAHHBIM KOHIEHTPAT (PAKTOPOB MNPOTPOMOMHOBOTO
KOMIUIeKca win pekoMOuHaHTHBIN VIla daxTop. OnHako B HacToslee BpeMsl ONBIT IPUMEHEHUS
JAHHBIX JIKApPCTBEHHBIX MPEMNapaToB y B3pOCIBIX U JEeTel, MOJyyarolluX pUBapokcabaH, BechbMa
orpanuyeH (cM. paznen 5.1).

Oxupaercs, YTO TMpoTaMMHa cCyiabpar © BuTamMMH K He oOKka3plBalOT BIMSHHUA Ha
MIPOTUBOCBEPTHIBAIOLIYIO aKTUBHOCTh pUBapoKcabaHa.

Hmeercss orpaHMuYEHHbBIH ONBIT NPUMEHEHUS TPAHEKCaMOBOM KHCIOTBI M OTCYTCTBYET OIBIT
IMIPUMCHCHUA aMHHOKaHpOHOBOﬁ KHCJIOTBI W allpOTHUHHHA Yy B3POCJbLIX MHMAUCHTOB, ITOJYYAarOMIUuX
puBapokcabaH. OTCYTCTBYeT OMNBIT MPUMEHEHHMsS MAaHHBIX IpernapaTroB y JeTei, MOoIydarolux
puBapokcabaH. Hayunoe oOocHOBaHuE 11€51€COO0Pa3HOCTH WJIM OIBIT NMPUMEHEHHS] CHUCTEMHOTO
reMOCTaTHYECKOro TpenapaTa JIeCMOIPECCHH Yy TMalMeHTOB, MOIyYaloUIMX pHUBapoKcadaH,
OTCYTCTBYIOT.
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5. ®PAPMAKOJIOTMYECKUE CBOWCTBA (MOCNEAQBATENBHOC T 0003)

5.1. ®apmakoguHAMHYECKHE CBOWCTBA

dapmakoTeparneBTHIYCCKas IPYIINa;: aHTUTPOMOOTHYECKHUE CPEICTBA; IPSIMbIE HHTHOUTOPHI (hakTopa
Xa.

Kong ATX: BO1AFO1

MexaHu3M JIeUCTBUS

PuBapokcaban — BBICOKOCEIEKTUBHBIM TIpsAMON HMHruOuTOp (aktopa Xa ¢  BBICOKOH
OMOJI0CTYITHOCTBIO TIPH MTPHEME BHYTPb.

WNurubuposanue daxropa Xa OJ10KUpyeT BHYTPECHHUM U BHEIIHUN MYTH KOATYJISIIIMOHHOTO Kackaaa
KpPOBH, UTO MPEMATCTBYET KaK 00pa30BaHUIO TPOMOWMHA, TaK U Pa3BUTHIO TPOMOOB. PuBapokcabaH He
uHruOupyer TpoMOUH (akTuBHUpOBaHHBIN (akTop II), a Takke He MPOIEMOHCTPUPOBAT BIUSHUS Ha
TPOMOOLIUTHI.

dapmakoauHaMugeckue 3P PeKTo

VY yenoBeka HaOIIOAAETCS 10303aBUCUMOE HHTHOMPOBaHIE aKTUBHOCTH (hakTopa Xa. PuBapokcaban
OKa3bIBaeT J0303aBUCUMOE BIMSHHE HAa MPOTPOMOMHOBOE BpeMsi, KOTOPOE XOPOIIO KOPPETUPYET C
KOHIICHTPALUsAMH B Tu1a3me KpoBH (r=0,98), ecinu i ananm3za ucnonbs3yercst Habop Neoplastin. [Tpu
UCIOJb30BAHUU JAPYTHMX PEAKTUBOB pe3yibTaThl OyayT oTiauuaTthes. [IpoTpomOumHOBOE Bpems
ClIelyeT U3MEepSATh B ceKyHAaxX, nockoiabky MHO (MexayHapoJHOE HOpMaIn30BaHHOE OTHOLIEHHE)
OTKaJIMOPOBAaHO U BAIMJUPOBAHO TOJIBKO JJISl IIPOU3BOJHBIX KyMapuHa M HE MOXET MPUMEHAThCS
JUISL APYTHX aHTUKOAryJISTHTOB.

VY manueHToB, MOMYyYarolUMX pUBapokcadaH [uid JiedeHus U npoduiakTuku peuuausos TI'B u
TOJIA, 5/95-nponentunn aias nporpombuHoBoro Bpemenu (Neoplastin) uepes 2—4 gaca mocie
npuema TabneTku (T.e. Ha Makcumyme 3¢dekra) BapbupyloT oT 17 10 32 cexkyHa y MalueHTOB,
NpUHUMaIKX 15 Mr puBapokcabaHa JBa pa3a B J€Hb, U OT 15 no 30 cekyHJ y MalueHTOB,
npuHumaromux 20 Mr puBapokcabaHa OlMH pa3 B JieHb. B mpomexyTke uepe3 8§—16 yacoB mocie
npuema TabaeTKu 5/95-npoueHTuan BapbupytoT oT 14 10 24 cexyH y MalueHTOB, IPUHUMAIOIINX
15 mr nBa paza B nieHb, M uepe3 18—30 uvacoB mocne mpuema tabiaetku — ot 13 mo 20 cekyHn y
MalUEeHTOB, TPUHUMaOIUX 20 MI' OJTUH pa3 B JI€Hb.

VY mnaumeHTtoB ¢ uOpwAnMed npeacepAnit HEKJIANaHHOTO IMPOUCXOXKICHUS, MPUHHUMAIOLINX
puBapoKcabaH C 1eb0 MPOYUIAKTUKUA HHCYJIBTA U CUCTEMHOUM TpoMO03MOo0uu, 5/95-npoueHTunu
anst mporpombuHoBoro Bpemenu (Neoplastin) yepe3 1-4 waca mocnie mpuema Tabnetku (T.e. Ha
MakcuMmyMme 3 dexTa) BapbupytoT oT 14 10 40 cekyH[ y nanneHToB, puHuMaronux 20 Mr oJiuH pa3
B JieHb, U oT 10 mo 50 cexyH] y MAaIMEHTOB C HapylleHHeM (YHKIHHU MOYeK CpelHEH CTEeNeHH,
MPUHUMAIOIIKX 15 Mr oiuH pa3 B ieHb. B npomexyTke yepe3 16—36 yacoB nocie npuema TabieTku
5/95-nporieHTIIN BapbUPYIOT OT 12 10 26 CeKyHA y HNalMeHToB, mpuHuMaromux 20 Mr OJ1H pa3 B
NeHb, U OoT 12 10 26 cekyHJ y NalMeHTOB ¢ HapylleHHeM (YHKIUU MOYEK CpPeAHEH CTEeIleHH,
MPUHUMAIOIIKX 15 MI OJTMH pa3 B /I€Hb.

B knuHmyeckoM  (apMakoJOTMYECKOM  HCCIEJOBAaHMM  W3MEHEHUs  (apMaKoJuHAMUKU
puBapokcabaHa y 3J0pOBBIX B3pOCHbIX J00poBONbIEB (n = 22) ObUIO OLEHEHO BIUSHHE
oJIHOKpaTHbIX 703 (50 ME/Kr) AByX pa3iauyHbIX TUIIOB KOHIIEHTpaTa MPOTPOMOMHOBOTO KOMILIEKCa:
tpexdaxTopHoro (paxrtops! 11, IX u X) u 4-pakropuoro (paxrops! II, VI, IX u X). TpexdakropHbiit
KOHIEHTPAT NPOTPOMOMHOBOTO KOMILJIEKCA CHU3WJ CPEHIE 3HAUEHUS TPOTPOMOMHOBOTO BPEMEHHU
(Neoplastin) nmpumepHo Ha 1,0 cekyHay B TedeHue 30 MHHYT MO CPaBHEHHUIO CO CHUKECHUEM
npuMepHO Ha 3,5 ceKyH[bl, HAOJIIOJaeMbIM IpPU HCHOJIb30BaHUM 4-(aKTOPHOTO KOHIIEHTpaTa
IpOTPOMOMHOBOTO KOMIUIeKca. HampoTuB, Tpex(aKTOpHbIM KOHIEHTpAaT NPOTPOMOMHOBOIO
KOMIIJIEKCca OKa3aj 0osiee BBIpaXEHHOE W OBICTpOe oO0Iee BIUSHUE HA OOPaTUMOCTh H3MEHEHHUH B
TeHepaluy YHI0T€HHOI0 TPOMOUHA, YeM 4-(paKTOPHBIM KOHLEHTPAT IPOTPOMOMHOBOTO KOMIUIEKCA
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(cm. pasnen 4.9). (MOCNEOQOBATENEHOCTE 0003)

Taxoxe puBapokcabaH J103032BUCHMO YBEIUYHUBACT aKTUBUPOBAHHOE JaCTHYHOE
TpomboractuHoBoe Bpems (AUTB) wm pesynprar HepTest; omnako 3T mapamMeTpsl He
PEKOMEHAYETCS HCIOJIb30BaTh Uil OLCHKH (hapMaKoAMHAMUYECKOro 3¢dexra puBapokcadbana. B
MIEPUOJT JICYCHUS] PUBAPOKCA0AHOM MPOBOJUTH MOHUTOPHHI MapaMETPOB CBEPTHIBAHUS KPOBH B
PYTUHHON KIMHHYECKOW MpakTuKe He TpeOyercs. OOHAKO, €CIU ISl 3TOr0 €CTh KIMHHYECKOE
000CHOBaHUE, KOHIICHTPAIUS pUBAPOKCa0aHa MOXKET ObITh H3MEPEHA IPH TOMOIIU KaTHOPOBAaHHOTO
KOJIMYECTBEHHOI'O TECTa aHTU-Xa aKTUBHOCTH (CM. pazjen 5.2).

Hemu

[MporpombunoBoe Bpems (Neoplastin), AUTB, u antu-Xa akTUBHOCTb, H3MEPEHHAsI C TTOMOIIBIO
KaJTMOpOBAaHHOTO KOJMYECTBEHHOT'O TECTa, TECHO KOPPEIUPYIOT ¢ KOHIICHTPAUsIMU pUBapoKkcabaHa
B IU1a3Me KpoBH y aeteil. Koppernsius Mexay aHTu-Xa akTHBHOCTBIO U TIJIa3MEHHON KOHIICHTpaIlHen
puBapokcabaHa SBISICTCS JTUHEHHOM C TAHTEHCOM yrja HakJIOHA MpsAMo#, Omm3kuMm K 1. Moryt
BO3HUKATh WHIMBUAYATbHBIC PACXOXICHUS OoJiee BBICOKMX M 0OJiee HM3KMX 3HAYCHHN aHTH-Xa
aKTUBHOCTH C COOTBETCTBYIOIIMMHU KOHIIGHTpAllMsIMK B IUIa3Me KpoBU. B mepuon neueHus
puBapokcabaHoOM He TpeOyeTcs IPOBOANTh MOHUTOPHHT TTApaMETPOB CBEPThIBaHUs KpoBHU. OHAKO,
€CIIM JUIS STOr0 €CTh KIMHUYECKOoe O00OCHOBaHME, KOHIEHTPALMU pHUBApOKcabaHa MOTYT OBITh
M3MEpPEHBI B MKI/JI TIPH MOMOIIM KaJTUOPOBAHHBIX KOJIMYECTBEHHBIX TECTOB aHTH-Xa aKTUBHOCTH
(cm. Tabmumy 8 B pazgene 5.2 ans nAuana3oHOB HAOIIOIaeMBIX KOHIIGHTpAlMi puBapokcabaHa B
miasMe KpoBu y jereit). Ilpu MCMONBb30BaHUM TeCTa aHTH-Xa aKTUBHOCTH JUISI KOJIMYCCTBEHHOM
OLICHKH KOHIIEHTpalluii puBapokcabaHa B IIa3Me KPOBH y JeTe HEOOXOAMMO YUUTHIBATh HIXKHUN
mpenea KOJIMYECTBEHHOW oleHKH. [loporoBwle 3HadeHUs Il KpuTepueB 3(PQPEKTUBHOCTH WA
0€30MMacCHOCTH HE YCTaHOBJICHBI.

Kimmanueckas 3bdhekTUBHOCTE U 0€30IIaCHOCTD

Jlewenue BTO u npogunakmura peyuousog BTO y oemeii

bbuto mpoBesieHo 6 OTKPBITHIX MHOTOLIEHTPOBBIX MCCIIEI0BAaHUMN C yd4acTHEM JeTeil, B KOTOphIE B
o0mieil CIOXKHOCTH OBUIM BKIIOYEHbI 727 J1eTeil ¢ MNOATBEPXKIEHHOW OCTpOl BEHO3HOM
TpomboaMOonueit (BTD), uz kotopeix 528 nomyuanu puBapokcadbas. [{o3a puBapokcabaHa, KoTopas
NPUMEHSIACh y MAIMEHTOB OT pOXKACHUs A0 18 ner, OblIa CKOPpPEeKTHpPOBaHA MO Macce Tejla U
MPUBOMIIA K JCHCTBUIO pUBapoKcabaHa, aHaJOTUYHOMY IMpHU MpueMe 1036l 20 Mr puBapokcabaHa
OJIMH pa3 B JIeHb y B3pocCibIX naiueHToB ¢ TI'B, uro moareepxkaeHo B uccnegoanuu III ¢assr (cMm.
paznen 5.2.).

EINSTEIN Junior — paHOOMH3MPOBaHHOE, OTKPBITOE MHOTOIICHTPOBOE  KIMHHYECKOE
uccnenosanue Il ¢a3pl ¢ akTUBHBIM KOHTpoJieM ¢ yyacTueMm 500 menuaTpuyecKux HalMeHToB (B
BO3pAcCTe OT pOXKIeHM 10 <18 J1eT) ¢ moaTBepxkaeHHON ocTpoit BT, u3 kotopeix 276 nereit 6bun
B Bo3pacte oT 12 1o <18 siet, 101 pedenok — ot 6 10 <12 ner, 69 aereii — ot 2 10 <6 neT u 54 pedeHka
B BO3pacTe 10 2 JIeT.

BTD xmaccudummpoBanace kak kateTep-accoruupoBanHas BTD (90/335 manueHToB B rpyrie
puBapokcabaHa, 37/165 manueHToB B TpyIIE Mpenapara CpaBHEHUs ), KaKk TPOMOO3 BEH T'OJIOBHOTO
MO3ra U BEHO3HBIX cHHYCOB (74/335 mauueHToB B rpynme puBapokcabana, 43/165 mauueHToB B
rpymnie npenapara cpaBHeHUs) wiu kak japyrue BTO, Bxmrouas Tpom60o3 riybokux Ben (TI'B) u
TpombosIMOoiio Jierounoit aprepuu (TDJIA) (He karetep-accormupoBanubie BTO; 171/335
NAIMeHTOB B TpyMnne puBapokcabana, 85/165 mnanueHTOB B TpyIe Npenapara CpaBHEHHS).
Haubonee pacnipoctpanennoit BTD y nereit ot 12 1o <18 ner Oblna He KaTeTep-acCOMMUPOBAHHAS
BTD (6pu1a 3apeructpupoBana y 211 gereit; uro cocraBuio 76,4 %); y nereit ot 6 10 <12 ner u ot
2 10 <6 51eT — TpoMO03 BEH r0JIOBHOTO MO3Ta M BEHO3HBIX cUHYCOB (y 48 nereit (47,5 %) n'y 35 nereit
(50,7 %) cooTBETCTBEHHO); Yy JeTel Miaiie 2 JieT — Karerep-accoruupoBanHas BTD (y 37 nereit
(68,5 %)). B rpymiie puBapokcabana He ObLIO AeTel Mia e 6 MECSIeB ¢ TPOMOO30M BEH FOJIOBHOTO
MO3Ta M BEHO3HBIX CHHYCOB. Y 22 TalMEeHTOB C TPOMOO30M BEH TOJIOBHOI'O MO3ra W BEHO3HBIX
cunycoB Obuta uHdexus [HHC (13 mauuenToB B rpynme puBapokcabaHa v 9 malueHTOB B TpyIie
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NpenapaTa cpaBHeHHs). (MOCNEQOBATENEHOCTE 0003)

BTD Opima crnpoBOIMpOBaHA IOCTOSHHBIMM HJIM BPEMEHHBIMH (DaKTOpaMH pHUCKAa WM HX
COBOKYIHOCTBIO Y 438 (87,6 %) nereii.

[TanreHThI MoNMy4Yanu HaYaabHOE JICUCHHE JICUeOHBIMH J03aMU HEPPaKIIMOHUPOBAHHOTO I'elIapHHa,
HU3KOMOJIEKYJISIPHOTO renapuHa win (poHJanapuHyKca B Te4eHUe 1o KpaiiHel Mepe 5 nHei, nocne
4ero OBUIM paHAOMHU3HPOBAHBI B COOTHOIICHWH 2:1 WM B Tpymmy puBapokcabaHa B J03€,
CKOPPEKTHPOBAaHHON IO Macce Tejla, WIM B Ipyliy Ipenapara cpaBHeHus (remapusbl, ABK) B
TE€YEHHE OCHOBHOI'O II€pHOJa JIeueHus, cocTaBubliero 3 mecsua (1 mecs aisa nereit muaauie 2 et
¢ katerep-accouuupoBaHHbiIMM BTO). Ecim 310 ObUIO KIMHHYECKM OCYLIECTBUMO, B KOHLE
OCHOBHOTO TMEpUOJa JICYCHHUS TMPOBOAMIACH IOBTOPHAs BHU3yaJH3alMs COCYAOB; IEpBHYHAS
IIPOBOJIMIIACH Ha JTale BKIIOYEHUs B uccienoBanue. Ilocie sToro npuem uccienyeMoro mnpenapara
MOT OBITh IPEKPALLEH WM, 10 PELICHUIO UCCIIE0BATENS, IPOJOLKEH CYMMapHO 110 12 mecsues (ais
netel miajaue 2 JeT ¢ KaTeTep-aCCOLMUPOBAaHHBIM TPOMOO30M 10 3 MECHIIEB).

[lepBuyHON KOHEYHOW TOYKON 3((HEeKTUBHOCTH ObUIa YacTOTAa CHMITOMHOrO permauBa BTD.
IlepBuyHON KOHEYHOW TOYKON Oe30macHOCTH ObLIa KOMOMHHMpOBAHHAs YacToTa OOJBLIMX U
KIIMHAYECKN 3HAYMMBIX HEOOJBIINX KpPOBOTeUeHHH. Bce KOHeuHble TOYKH A(PPEKTUBHOCTH U
0€30I1aCHOCTH LEHTPAIM30BAaHHO OLICHUBAJIMCh HE3aBUCHUMBIM KOMHUTETOM, JAJIs KOTOPOTo ObLIO
3aCNeIJICHO  paclpefesieHue TalMeHTOB II0 TpymmaM JiedeHHus. Pe3ynbTartbl  mpoduis
3¢ PeKTUBHOCTH U OE30IIACHOCTH MPUBEICHBI B TaOIHIaX 6 U 7 HUKE.

Peunnus BTD npouszomien y 4 u3 335 nmanrieHTOB B rpymnie puBapokcadana u'y 5 uz 165 nmauueHTon
B IpyIIe Ipernapara CpaBHEHUs. boibllloe M KIMHUYECKH 3HAYMMOE HEOOJbIIOE KPOBOTEUEHUE
pazBwiock y 10 u3 329 nanuentoB (3 %), moy4yaBIIux JieueHue puBapokcadbanoMm, uy 3 u3 162
naiuenToB (1,9 %), noiay4aBIIMX JeyeHHe ImpenapaToM cpaBHeHUs. Uucras KIMHUYECKas BbIroJa
(xoMOMHHpOBaHHAs YacToTa CUMITOMarhyeckoro peuuauBa BTD u Oosblioro KpoBOTEHEHHS)
orMmeueHa y 4 u3 335 mauueHToB B Tpymie puBapokcabana u y 7 u3 165 manueHToB B rpyIe
npemnapara cpaBHeHus. [loHas pekaHanu3anus BEHbI P MOBTOPHON BU3yalU3alliH HA0II01A)Iach
y 128 u3 335 manueHToB Ipu JieYeHHH puBapokcabaHoM U y 43 u3 165 manueHToB B TpyIie
npernapara CpaBHEHHsI. DTH Pe3yJIbTaThl ObLIH B I[EJIOM COTMIOCTABUMBIMU B Pa3IMYHBIX BO3PACTHBIX
rpynnax. B rpynme puBapokcabana Obuio 119 gpereit (36,2 %) ¢ m00BIM KpOBOTEUEHHUEM,
BO3HHKIIIMM B pe3yJIbTaTe Tepaluy, a B TPyIIe npenapara cpaBHeHus — 45 aereit (27,8 %).

Tabnuya 6. Pe3ynemamol npouns 3¢hpexmusnocmu 8 KOHYe OCHOBHO20 Nepuooa JleyeHusl.

cuMnToMHbIN peuuguB BTO + OeccumnTomHoe
YXYALIEHUE NPU TIOBTOPHOM BU3yaJIN3aLMH

CoObITHE PuBapoxcadan IIpenapar
N=335* CPABHEHHA
N=165*
CumnTtomubli  peumauB  BTO  (mepBuunas | 4 5
KOHEYHas Touka () PeKTHBHOCTH) (1,2 %, 95 % 1 (3,0%, 95% au
0,4 %-3,0 %) 1,2 %6,6 %)
KomOunupoBanHas KOHEYHas TOUKa: | 5 6

(1,5 %, 95 % JI1
0,6 %-3,4 %)

(3,6 %, 95% U
1,6 %-7,6 %)

Komb6unupoBanHas KOHEYHas TOYKA!
cUMNTOMHBIN perunuB BTD + OeccumnromHoe
yXyJIUIEHue + OTCYTCTBHE W3MEHEHUH IIpHU
IIOBTOPHOW BU3YyaJIU3aLU1

21
(6,3 %, 95 % JTH
4,0 %-9,2 %)

19
(11,5 %, 95 % JIN
7.3%-17,4 %)

KOHEYHasl TOYKa): CUMITOMHBIN peruaus BTO +
00J1b1110€ KPOBOTEUEHHUE

[TomHast pekaHanu3anus BEHBI TpPHU TOBTOPHOH | 128 43
BU3YaIN3alluu (38,2 %, 95 % 11 (26,1 %,
33,0 %-43,5 %) 95 % U 19,8 %—
33,0 %)
Uucrasa kinHUYecKas BeIroja (koMOWHUpOBaHHas | 4 7

(1,2 %, 95 % JT1
0,4 %-3,0 %)

(4,2 %, 95 % JIN
2,0 %-8,4 %)
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ot 01.07.2025 N= 16253

TpomGosmGonust ~ JleroyHoit  aprepuu  co |[1 (MOCAEAUEATENBHOC TE0003)
CMEPTEIHHBIM HIIH HECMEPTEIBHBIM UCXOJIOM (0,3 %, 95 % U (0,6 %, 95 % U
0,0 %-1,6 %) 0,0 %-3,1 %)

* moyHas BIOOpKA IS aHAIN3a, T.€. BCE JIETH, KOTOpPbIe ObLITU paHJOMU3HUPOBAHbBI
JAN = noBepUTENbHBINA UHTEPBAII

Tabnuya 1. Pe3ynemamol npounsa 6e30nacnocmu 8 KOHye 0CHO8HO20 Nepuood 1e4eHus.

CoObITHE PuBapoxcadan IIpenapar
N=329* CpaBHEHUS
N=162*
KomOunupoBanHas mnepBuyHas KoHeuHas Todka | 10 3
OesomacHocT:  Oombmioe  kpoBoredenue  + | (3,0 %, 95 % AU (1,9 %, 95 % AU
KJIMHHYCCKH 3HAYMMOe He0oJIbIoe kpoBoTeueHue | 1,6 %-5,5 %) 0,5 %-5,3 %)
Bonwiioe kpoBoTeueHue 0 2
(0,0 %, 95 % U (1,2%, 95% Oun
0,0 %-1,1 %) 0,2 %—4,3 %)
JItoboe KpoBOTeueHHE, BO3HHKIIEe B pesysbrare | 119 (36,2 %) 45 (27,8 %)
Teparuu

* BpIOOpKA JJIs aHajM3a OE30MAaCHOCTH, T. €. BCE JIETH, KOTOpbIC OBUTM pPaHIOMH3UPOBAHBI H
MOJTYYHITH TI0 KpallHEH Mepe OJIHY J03Y MCCIIeyeMOro JIEKapCTBEHHOTO Mperapara

[Tpoduns 3 dexTuBHOCTH U 6E30MACHOCTH pUBapoOKcadaHa ObLI COMTOCTABUMBIM Y IEAMATPUUECKON
nonyssinuu ¢ BTD u B3pocnoii momymsuuu ¢ TI'B/TOJIA, ognako, cooTHOMmEHHE CyOBEKTOB C
M00BIM KPOBOTEUEHHEM OBLIO BBIIIE B NeauaTpuyeckoil momynsuud ¢ BTD mo cpaBHeHHIO CO
B3pocioi nomyssiuer ¢ TTB/TOJIA.

IIpogpunaxmuxa mpom60308 y neouampuieckux nayueHmos ¢ 6PO*COEHHbIM NOPOKOM cepoya nocie
onepayuu Ponmena

O¢ddexTuBHOCT U Oe€30MacHOCTh pHBapokcabana g mnpodumaktuku TpomOo30B y 110
MeANaTpUYEeCKUX MallMeHTOB C BPOXKIECHHBIM TOPOKOM CEp/lia, KOTOPbIM ObliIa MPOBE/IEHA ONEepalUs
@doHTeHa B TeUeHUe 4-X MECALEB /10 BKIIOYEHHUS B HCCIIEI0BaHNE, ObLIM N3yUeHbl B IPOCIEKTUBHOM
otkpeiToM wuccienoBanuu (UNIVERSE), cocrosimem wu3 2-x wacteit (4acth B ¢ akTUBHBIM
KOHTPOJIEM), B KOTOPOM pUBapoKcadaH MPUMEHSIICS I MPOPHIAKTUKH TPOMOO30B B TeueHue 12
MECAIICB B CPAaBHEHHH C aleTHJICATMIIMIOBON KHUCJIOTOM y JeTeid B Bo3pacTte OT 2 110 8 JeT ¢
(U3MOIOTHYECKN €IMHCTBEHHBIM JKETYJOYKOM, KOTOpPBIM ObLTa mpoBeieHa omnepanuss PoHTeHa.
[TanieHTHI MOTyYaIu Uik 103y puBapoKcabaHa, CKOPPEKTUPOBAHHYIO 10 Macce Tena ([n=76], 4To0bl
HKCHO3MIIUSA COOTBETCTBOBaANIA 10 MI' THEBHOM J03b1 Y B3POCIIBIX), MITH AlleTUIICATMIIUIIOBYIO KUCIOTY
([n=34], npubnuzurenbHo 5 mr/kr). Takum oOpa3oM, AO3MPOBKHU, MU3yUYaBLINECS B HCCIEIOBAaHUU
UNIVERSE mis nmpodunakTuku TpoMOO30B, ObUIM HI)KE W HE MOIIM OBITh MOJYYEHBI W3
neAuaTpu4eckon 10361, 0J0OpeHHOM A teueHus BTO.

B wuccnenoanuun UNIVERSE HaGmionanoch He3HAUMTENbHOE YHMCIO TPOMOOIMOOIMYECKHX
cooprtuit (1 (1,6 %) B rpynme puBapokcabana 1o cpaBHennio ¢ 3 (8,8 %) B rpymme
alleTWICATMIIUIOBOM KHCIIOTHI), KOJIWYECTBO SMH30JI0B KPOBOTEUEHHsI B HCCIEIYyEMBIX Tpymlmax
obu10 comoctaBuMo: 5 (7,8 %) KIMHMYECKH 3HAUYMMBIX KpOBOTeueHu# (Bkitouas 1 Oosbinoe) B
rpymnie puBapokcabana 1o cpaBHeHuo ¢ 3 (8,8 %, H1 0JJHO U3 KOTOPBIX He ObLI0 OOJIBIINM) B FpyTIIe
alCTHJICAIMIIAIIOBON KHACIOTHI.

Tlayuenmsi ¢ 6b1COKUM PUCKOM MPOUHO20 NO3UMUBHO20 AHMUPDOCHOIUNUOHO20 CUHOPOMA

B cnoHcHpyemMOoM  HccemoOBaTeNeM — PAaHIOMH3UPOBAHHOM  OTKPBITOM  MHOTOIICHTPOBOM
WCCIIETOBAaHHUH C 3aCIIETUICHHOMN OIIEHKOW KOHEYHBIX TOUEK pUBApOKcabaH M3ydaycs B CPaBHEHUH C
BappaprMHOM Yy TAIlMCHTOB ¢ TpoMOO30M B aHaMHe3e, Yy KOTOPBIX JIMarHOCTHPOBAH
aHTU(POCHONUMHUIHBIA  CHHAPOM C  BBICOKUM PUCKOM  TPOMOOIMOOIHMYECKUX  COOBITUI
(TIOJIOXKUTENTBHBIN Pe3yJbTaT JJIT BCEX TPEX TECTOB Ha aHTU(OCHOIUIUIHBIN CHHAPOM: HAITHIUE
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COOTBETCTBYET 3KCIEPTHC
01.07.2025 M= 16E.

(HOCNENQBATENLEHOCTEH 0003
BOJTYAHOYHOTO aHTHKOAryJISIHTA, aHTUTEN K KapIUOJHIUHY U zi_}IITyrr;IJﬂ; Ge'fa-Z‘fnlhKOHDOT'enHv 1).

[Tocne BxkmroueHust 120 manuMeHTOB HCCIIENOBAaHUE OBUIO MPEKPAIIEHO JIOCPOYHO IO HPUUYHHE
MOBBIIIEHHOW YacTOThI TPOMOOIMOOINYECKUX COOBITUH y MAIMEHTOB B IpYyIe pUBapoKcabaHa.
CpenHsisi MPOIOJDKUTENBHOCTD Teproia HAOMIOeHUS cocTaBmia 569 nHeil. 59 manueHToB ObUH
paHIOMU3HUPOBaHbl B TpyMIly puBapokcabana B no3e 20 mr (15 Mr ans manMeHToB ¢ KIUPEHCOM
kpearnauHa <50 mu/muu) U 61 - B rpynmy Bapdapuna (MHO 2,0-3,0). TpomGosmbonuueckue
coObITUg Tpousonuiu y 12 % mnanueHToB, paHIOMHU3UPOBAHHBIX B TPYyMHIy puBapokcabana (4
UIIEMUYECKUX WHCYJbTA U 3 MH(papKTa MUOKapAa). Y MalMeHTOB, PAHJOMU3UPOBAHHBIX B TPYIITY
BapdapuHa, cOObITUS HE OBLIM 3aperucTpupoBaHbl. bosblioe KpoBoTedeHHE Mpousonuio y 4
narueHToB (7 %) U3 rpynmnsl puBapokcadana u 2 nanueHToB (3 %) u3 rpynmsl BaphapuHa.

5.2. ®apMakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus
[pencraBnennas HUxKe HH(OpPMAIIKA OCHOBaHA HA JaHHbBIX, MMOJYYCHHBIX BO B3POCIION MOMYJISIIHH.

PuBapokcaban OBICTPO BcachiBaeTcs; MakcuManbHasi KoHIEHTpausl (Cmax) mocTuraercs yepes 2—4
yaca rociie npueMa TabIeTKu.

[Ipu npueme BHYTpH B BHIE TaOJIETOK N03upoBKOW 2,5 Mr u 10 mMr puBapokca®aH BcachIBaeTCs
MPAKTUYECKH TMOJTHOCTBIO, IPU 3TOM ero OmomoctynHocTh Bbicokas (80—100 %) nezaBucHMO OT
npueMa muIy.

B cBsI3U cO CHIKEHHOM CTENEeHbIO BCACBhIBaHUS, MPU IpUEMe BHYTPh TaOJIETOK J103UpOBKOi 20 mr
HaTomaKk HabIroganacey OuomoctymHoctb 66 %. Ilpu mpueme puBapokcabaHa B BHJIIE Ta0JICTOK
no3upoBKoi 20 Mr Bo BpeMs epl oTMeuanock yBenndeHue cpeaneir AUC Ha 39 % mo cpaBHEHHUIO ¢
IpUeMOM TaOJIETKM HATOINAK, ITOKa3blBas MPAKTHYECKH TIOJHOE BCACHIBAHHE M  BBICOKYIO
OMOJOCTYTHOCTb.

dapMaKOKMHETHKA pUBapOKcabaHa MPAaKTUYECKU JIMHEWHA B 103aX A0 15 Mr ouH pa3 B J€Hb Ipu
npreme HaTollak. B ycnoBusx npuema puBapokcabana B Bujie Ta0JIeTOK A03UpoBKoi 10 mr, 15 Mr u
20 mr BO BpeMs enbl HaOmoaeTcs 10303aBUCUMOCTh. [Ipu Gosee BBHICOKMX J03axX pUBapokcabaH
JI€MOHCTpHpYeT abcopO1IHI0, OTPaHUUYHNBAEMYIO PACTBOPEHHEM, C YMEHBILIEHHON OMOJOCTYITHOCTBIO
Y IOHWYKEHHOW CKOPOCTH a0COPOIMH C MOBBIILIEHUEM JIO3BI.

bouta mponeMoHCTpUpOBaHAa OMOIKBHBAJIIEHTHOCTh TPAaHYN ISl MPUTOTOBJICHUS CYCIEH3UH IS
IpreMa BHYTPb C 3aperUCTPUPOBAHHBIMU TaOJaeTKaMHu J03UpoBKoi 10 Mr mpu mpueme HaToulak, a
Takxe ¢ TabieTkamMu 103UpoBKoii 20 MI pu MpreMe BO BpeMs €Ibl.

dapMaKOKMHETHKA puBapokcabaHa XapaKTepu3yeTcs YMEpPEHHOI WHIUBUTy ATHHOU
W3MEHUYUBOCTHIO; WHANBHUAyaIbHAsS U3MEHUYUBOCTh (BapHAllMOHHBIA KO3()(UIIMEHT) COCTaBIsIeT OT
30 1o 40 %.

BcackiBanue puBapokcabaHa 3aBHCUT OT MECTa BBHICBOOOKIEHUS B JKENyJIOYHO-KUIIEYHOM TPAKTE
(OKKT). Camxernne Ha 29 % u 56 % B AUC 1 Cmax COOTBETCTBEHHO B CPaBHEHUH C IPUEMOM
TabJIeTKH HaOJI01a710Ch TIPU BBEJICHUU TPaHyJIsITa pUBapoKcadaHa B MPOKCUMATbHBIA 0TI TOHKOM
KMILIKH. DKCIO3UIMS IIpernapara emeé 6osee CHIKaeTcs TpU BBEJICHUH pUBapoKcabaHa B IUCTalbHBIN
OTJIeNT TOHKON KHIIKH MM BOCXOJIIYI0 000/I0UHYIO0 KHUIIKY. TakuMm oOpa3oM, ciemayeT u3deraTb
BBEJICHUSl puBapokcabaHa JaHCTalbHEE >KeNy/aKa, MOCKOJIbKY 3TO MOXET IOBJIeYb CHUXEHHE
BCAChIBaHUS M, COOTBETCTBEHHO, YKCIIO3UIIUHU prUBapokcabaHa.

buonocrymaocTs (AUC 1 Cmax) puBapokcabana 20 Mr npu npueMe BHYTPh B BHJIE M3MEITbUYCHHON
TaOJIETKU B CMECH C SO0JOYHBIM MIOPE WU CYCIIEHANPOBAHHON B BOJIE, @ TAK)KE TP BBEACHUU Yepes
KEIYJAOYHBIA 30HJ C TOCIHEAYIOUUM TPUEMOM JKHJIKOIO THUTaHWs, ObUIa CpaBHMMa C
OMOMOCTYHOCThIO ~ IeJoM  TalbjeTku.  YuuThIBas  NpPEJCKa3yeMblii  10303aBUCHUMBII
(dapMakokuHeTHYECKU  Tpoduib  puBapokcabaHa, pe3yJabTaThl JAHHOTO  KCCIICOBAHUS
OMOJIOCTYTHOCTH MPUMEHUMBI TaK)Ke U K 00Jiee HU3KUM J103aM pUBapoKcabaHa.
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Jemu (MOCNEOOBATENEHOCTE 0003)

“MEPTHOMY OTYETY

Jletn mosyyanu puBapokcadbaH B BUJE TaOJIETOK WM CYCIEH3UH JUIsl IPHeMa BHYTPh BO BpeMs WK
cpazy Tmocje KOPMJICHUS WM TpHEMa IHUIIA, BMECTe C OOBIYHON NOPIHMEH >KUIKOCTH JIJIsI
obecrieueHrs HaTIeKaIEero Jo3upoBanus y aereil. Kak y B3pocibIX, Tak U y JeTell puBapokcadaH
OBICTPO BCAChIBACTCS MOCJIE MEPOPATBHOTO MpHEMa Ipernapara B JIGKapCTBEHHOM (opMe TaOJIeTKU
WJIK I'paHyJibl U1 OPUTOTOBJICHHA CYCIICH3UU JIA IpUEMa BHYTPb. He ormeuanocs pa3HUIlbl HU B
CKOpPOCTH, HH B CTEIICHH BCAChIBAHUS MEXKIy JICKAPCTBEHHBIMU (hOpMaMH TaOJIETKU U TPaHyJIbI s
MIPUTOTOBIICHUS CYCIIEH3UHU Ui TpueMa BHYTpb. JlaHHBIE O (apMakOKMHETHKE y JeTei mocie
BHYTPHUBEHHOTO BBEICHUS OTCYTCTBYIOT, TO3TOMY aOCOIIIOTHAs OMOAOCTYITHOCTh PUBAapOKcadaHa y
JeTeii HewW3BeCTHA. bbUI0 O0OHApY»KEHO CHIDKEHUE OTHOCUTEIIBHON OHOJOCTYMHOCTH TMIpH
YBEIIMYCHUU 7103 (B MI/KI' MacChl Teja), HA OCHOBAaHWU YE€TO0 MOXKHO CHIEJaTh MPEIIOJIOXKEHHE 00
OrpaHHUYEHUSX abcopOumu aist Oosee BBICOKHMX JI03, Jaxe mpu mpueme ¢ numiei. CycrneH3uro
puBapokcabaHa JJisi IpHeMa BHYTpPb CIIEAyeT IPUHUMATh BO BPeMsi KOPMIJICHUS UJIH BO BPEMsI €JIbI
(cMm. pasnen 4.2).

Pacnpenenenue

Cas3pIBaHME C OETIKaMH TUIa3Mbl y B3pPOCIBIX BBICOKOE M COCTaBIsieT mpuOimsutensHo 9295 %,
OCHOBHBIM  CBSI3BIBAIOIIMM KOMIIOHEHTOM SIBJSIETCS  CBHIBOPOTOUHBIH  anbOymuH. OO0beMm
pacmpeneneHust — yMepeHHbIH, Vss cocTaBisieT npuoOan3uTensHo 50 .

Hemu

CrnenuduuHbie B OTHOUICHWU JETEH NAaHHBIE O CBS3BIBAHWU pUBapokcabaHa ¢ OelKaMu TIa3MBI
OTCYTCTBYIOT. JlaHHBIE O (apMakOKHMHETHKE Yy JeTeil Iocie BHYTPUBCHHOTO BBEJCHUS
puBapokcabaHa OTCYTCTBYIOT. Vss y JneTeil (Bo3pactHoi nmamasoH or 0 go <18 mer) mocie
NepOpaJbHOTO IpHEMa pHUBApOKcadaHa, CHPOTHO3MPOBAHHBIA C IIOMOIIBIO MOIYJISIMOHHOTO
(bapMaKOKI/IHeTI/I‘-IeCKOFO MOACIIMPOBAHUA, 3aBUCUT OT MACCBhI TCjJIa U MOXCT OBITH OIIMCaH C
MIOMOIIBIO AJUNIOMETPHUYECKON (QYHKIMU CO CpeAHUM 3HadeHueM 113 1 s cyobekTa ¢ Maccoi Tena
82,8 k.

EI/IOTDaHCd)ODMaI_II/ISI W 3JIMMHHAIA

VY B3pOCHBIX MAlMEHTOB IMPHU MpHUEME pHUBapokcabaHa MPUOIU3UTENTHHO 2/3 M03bI MOJBEPraroTCs
MeTabonu3My W B JaibHEHIIEeM BBIBOASTCS PAaBHBIMU YACTSIMH TMOYKAMH U Yepe3 KHUIICUHUK.
OcraBmasics 1/3 npuHATON 036l BHIBOJUTCS MOCPEACTBOM MPSMOM MOYEHYHON HKCKPELUU B BHJIE
HEM3MEHEHHOI0 JIeMCTBYIOIIEro BEIleCTBa TIJIAaBHBIM 00pa3oM 3a CYeT AaKTUBHOW IOYeyHOU
CEeKpeIUH.

PuBapokcaban Metabonusupyercst nocpeactsom uzopepmentoB CYP3A4, CYP2J2, a Ttaxxke mpu
MOMOIIIM MEXaHW3MOB, HE3aBUCHMBIX OT CHCTEMBI LUTOXPOMOB. OCHOBHBIMH Yy4YacTKaMu
O6uoTpaHcGopMaluK SIBJISIOTCS OKUCICHUE MOP(OIMHOBON TPYIIIBI M THAPOIN3 AMUIHBIX CBA3EH.
CoryiacHO JaHHBIM, MOJYYCHHBIM IN VItro, puBapokcabaH SBISIETCS CyOCTpaToM it OEIKOB-
nepenocunkoB P-gp (P-rmukonporenna) u BCRP (6enka ycToiUYMBOCTH paka MOJIOYHOM JKeJe3bl).
Hewn3meHeHHBII prBapoKcabaH SBISETCS €IUHCTBEHHBIM 3HAYMMBIM COCTMHEHHEM B 4EJIOBEYECKOM
IU1a3Me, OCHOBHBIE WM aKTHBHBIE LHPKYJIUPYIOIIME METa0OJIUTHI B IUIa3Me€ HE OOHApPY>KEHBI.
PuBapokcaban, CUCTEMHBIN KIMPEHC KOTOPOTO COCTABIISET MPUOIU3UTENBHO 10 J1/4, MOXKET OBITh
OTHECEH K BEIIeCTBaM ¢ HU3KUM KiupeHcoM. [locie BHyTpUBEHHOTO BBeieHUs 1 Mr puBapokcabaHa
MIEPUOJT TIOTYBBIBEJICHUSI COCTaBIsieT OKoio 4,5 yacos. Ilocie mepopaibHOTO TpreMa BBIBEICHHE
CTaHOBHUTCS OTpaHHMUYEHHBIM CKOpPOCThI0 abcopOuuu. [Ipu BeIBeeHMH puBapokcabaHa U3 IJIa3Mbl
KOHEYHBIN MEePUOJI MOTYBBIBEICHHUS COCTABIISIET OT 5 10 9 4acoB y MOJIOJBIX MAalMEHTOB U OT 11 1o
13 yacoB y MOXXWIJIBIX MAIIUEHTOB.

Jemu

Crneunduynpie B OTHOIICHHWH JeTel JaHHBIE O MeTaboiu3Me OTCyTCTBYIOT. JlaHHBIE O
(apMakOKMHETHKE Yy JETel IM0ocie BHYTPHUBEHHOTO BBEJCHHUS pHUBApoKcabaHa OTCYTCTBYIOT.
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Kmupenc y nereit (Bo3pactHoi muamazoH ot 0 jmo 18 H@%ZH&}QE%E%E';{O}J :'ml)n'e'x;[h

puBapokcabaHa, CIPOTHO3UPOBAHHBIM C TOMOIIBIO MOMYJSIIIMOHHOTO (PapMaKOKUHETUIECKOTO
MOJICJTUPOBAHUS, 3aBUCUT OT MAacChl TejJa U MOXKET OBITh OIMHUCAH C IMOMOIIBI0 AJNIOMETPUYECCKON
(GyHKIMM CO CpeIHUM 3HadeHueM & /4 g cyObekra ¢ Maccoil Tema 82,8 kr. Cpemnue
TFCOMETPHYCCKHAE 3HAYCHUS IIEpPHOAa IONYyBBIBeACHHS (t1/2), PACCUMTAHHBIC C ITOMOIIBIO
MOMMyJIIHUOHHOT'O q)apMaKOKI/IHCTI/I‘-IeCKOI‘O MOACIMPOBAHUA, YMCHBIIAKOTCA C YMCHBIICHUCM
BO3pacTa U BapbUPYIOTCs OT 4,2 Yaca y MOJAPOCTKOB JI0 MPUMEPHO 3 4acoB y JIeTei B Bo3pacte 2—12
nert, no 1,9 u 1,6 yaca y aereit B Bo3pacte 0,5—-<2 net u meHee 0,5 roga COOTBETCTBEHHO.

PapMaKOKMHETHUCCKHE JIAHHBIC YV MAIIMECHTOB

I'eomeTpuueckoe cpennee koHeHTpauui (90 % noBepUTENbHBIN HHTEPBANI) B UHTEPBAIaX BPEMEHU
orOopa mpod, MPUMEPHO COOTBETCTBYIOIIUMX MAaKCHUMAaJIbHOM M MHUHMMAJIbHOH KOHIIEHTPAaLUU B
UHTEpBaJle 103UpOBaHus, y JeTeil ¢ octpoit BTO, nomyuaromux puBapokcadbaH B J103€, 3aBUCSLIECH
OT Macchl Teja, JUIsl MOJIy4eHHs! SKCIIO3UIUH, COOTBETCTBYIOIEH TAKOBOH Y B3pOCIBIX MALUEHTOB C
TI'B, momyuatouux 103y 20 mr 1 pa3 B 1eHb, IpeACTaBICHbI B TAOIHIIE §.

Tabnuya 8. Ceoonasa cmamucmuxa (ceomempuueckoe cpeotee (90 % dosepumenvuwviii unmepsar))
PABHOBECHBIX KOHYEHMPAYUll pusapoxkcabana 8 niame Kpogu (MKe/) 8 3a8UCUMOCMU OM PeXCumda
003UpPOBAHUsL U 803PACMAL.

BpeMennsle
HHTEPBAJIbI
Omun  pa3 B | N or 12 no | N |or 6 mo <12
JieHb <18 ner JeTt
2,54 gaca | 171 | 2415 24 | 229,7
CIyCTS (105- (91,5-777)
484)
20-24 gaca | 151 | 20,6 24 | 15,9
CIyCTs (5,69- (3,42-45,5)
66,5)
JABapazaBaens [N |or 6 m0 | N [or2pm0<6aer | N | or 0,5 1o
<12 jer <2 jer
2,54 yaca | 36 | 1454 38 |171,8 2 | H.P.
CITYCTS (46,0— (70,7-438)
343)
10-16 gacoB | 33 | 26,0 37 | 22,2 3 | 10,7
CITyCTSI (7,99- (0,25-127) (H.p.-
94,9) H.p.)
Tpu paza B|N or 2 g0 | N |[or poxagenuss [N |or 0,5 10 | N | oT poxkaeHus
JeHb <6 et 10 <2 jer <2 jer 10 <0,5 ger
0,5-3 yaca | 5 164,7 25| 111,2 13| 114,3 12 | 108,0
CIyCTs (108- (22,9-320) (22,9- (19,2-320)
283) 346)
7-8 4acoB | 5 33,2 23 | 18,7 12214 11| 16,1
CITyCTSI (18,7- (10,1-36,5) (10,5- (1,03-33,6)
99,7) 65,6)

H.p. — HE PaCCYUTHIBAIIOCH
3HaueHus HIDKE HIDKHETO npezena konudectBeHHoro onpenenenus (HITIKO) Oputn 3ameHens! Ha 1/2
HITKO pyst pacuera craructuku (HITKO = 0,5 mkr/m).

CDaDMaKOKI/IHCTI/I‘-ICCKaSI-d)aDMaKOHI/IHaMI/I‘{CCKaH 3aBUCUMOCTDb

CootHomieHre (hapMaKOKMHETHYECKUX MapaMeTpoB U GpapMakoguHamuueckux 3¢ pexton (OK/DJI)
MEXy KOHIEHTpaluell puBapokcabaHa B IIa3Me KPOBU M KOHEUHBIMH (papMaKoJMHAMUYECKUMU
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ToukamMu (MHTUOWMpoBaHue (akTopa Xa, TPOTPOMOUHOBOE %Ie_lleﬂ-l %ﬂ@ﬁ%%'%ﬂ%'e

tpombormiactuaoBoe BpeMs (AUTB) u pesyabrar HepTest) orneHrBaIoCh mocie npuemMa mupoKoro
nuanazona 103 (ot 5 go 30 Mr gBa paza B CyTKH). B3auMOCBSI3b MEXAy KOHIICHTPAIHEH
puBapokcabaHa MW aKTUBHOCTBHIO (pakTopa Xa HAWIYYIIUM O0pa3oM TPOJAEMOHCTPUPOBAHA C
UCIOJIb30BaHUEM MoOJAENU Emax. Mojenb JnMHEHHONW perpeccu B LIEJIOM Jydllle JAEMOHCTPUPYET
B3aMIMOCBSI3b MEX]ly KOHIICHTpAIMel pUBapokcabaHa W 3HAYCHHEM NPOTPOMOMHOBOTO BPEMECHHU.
VYrnoBoii k03(hGUIMEHT 3HAYUTENFHO MEHSJICS B 3aBUCUMOCTH OT PEaKTHBOB, UCIOJIB3YEMBIX IS
oIpeiesieHus] POTPOMOMHOBOTO BpeMeHu. [Ipu ucnonb3oBanuu Habopa Neoplastin PT ucxomHoe
3HaYeHUE MPOTPOMOMHOBOTO BPEMEHHU COCTAaBUJIO OKOJIO 13 cek ¢ HAaKJIOHOM JIMHUU OKojo 3—4
cex/(100 mkr/m). Pesynbrarel ananu3a cootHomnenuss OK/DJ] B uccnemoBanusx Il u Il dassr
COOTBETCTBOBAJIM aHAJIOTMYHBIM [TOKA3aTENSIM Y 3/I0POBBIX MAIlHEHTOB.

Oco0ble rpynisl MalueHToB

Ilon

VY B3pOCIBIX HE OBUIO KIMHUYECKH 3HAYMMBIX pa3iauuuil papMakOKMHETHKH U (papMaKoJUHAMUKA
Cpely MYXXYMH U KCHIIUH. AHaJIN3 NIOJIy4CHHBIX JaHHBIX HE BBIIBUJ CYIIECTBEHHBIX PAa3JIMUUil B
9KCIO3MLIUU pUBapoKcadaHa y IeTei pa3Horo moJja.

Macca mena

VY B3pocnbIX KpaiiHe HU3Kas U KpaiHe BbIcOokas macca Tena (Menee 50 kr u 6onee 120 kr) nuiib
HE3HAYUTEIILHO BIIHsIIA HA KOHIICHTPALMU puBapokcabaHa B ruia3mMe KpoBu (MeHee 25 %).

VY nereit no3a puBapokcabaHa 3aBUCUT OT MACChI TeJla. AHAIU3 TaHHBIX, TOJYYEHHBIX ISl I€TEH, HE
BBISIBHJI 3HAYMMOTO BJIMSIHMS HEIOCTaTOYHOW MAacChl Tella HIIM OXHPEHHUS Ha DKCIIO3UIIUI0
puBapokcabaHa.

Meorcomuuueckue paznuyus

KimmHn4eck 3HaUMMBIX pa3nduil (hapMaKOKHHETHKH U (DapMaKOIMHAMUKH y B3POCIIBIX TAI[MEHTOB
€BPOIEOHIHOM, appoaMepuKaHCKOM, TATHHOAMEPUKAHCKOM, IMTOHCKON WIIM KUTalCKOW ATHHYECKOMN
MPUHAJUICKHOCTH HE HAOMIOAANIOCh. AHANW3 TOJYYEHHBIX JAHHBIX HE BBISIBWI 3HAYMMBIX
MEXITHUYECKUX Pa3U4YMil B DKCIO3HMIIMU pPUBapoKcabaHa y JeTeil SIMOHCKOW, KUTACKOW Wiu
a3MaTCKON STHUYECKOM MPHHAIJIEKHOCTH 3a npeaenamu Anonuu u Kuras no cpaBHeHuto ¢ ooueit
MeIUATPUUECKOM TOIYIIALUEH.

Ileyenounas neoocmamounocms

Knunuueckue naHHble 0 MPUMEHEHUH pUBapokcabaHa y JAeTeil ¢ HapylleHHeM (YHKLIHHU MeYEeHU
OTCYTCTBYIOT.

VY B3pOCIBIX MAlMEHTOB C IIMPPO30M MEUEHH U HapyLIeHHeM (PyHKIMM MEeYeHH JIETKOH CTerneHu
(xmacc A o Yaitna-ITet0) papmakokuHeTHKa puBapokcadbaHa JIMIIb HE3HAYUTEIHHO OTINYAIach OT
COOTBETCTBYIOIMX IIOKa3aTesiell B KOHTPOJBHON TIpyIIe 3J0pOBBIX HCHBITYEMBIX (B CpeIHEM
ormevasioch yBenmmuenue AUC puBapokcabana B 1,2 pasa). Y manueHTOB C MUPPO3OM IEUCHU U
HapylleHneM (yHKIMM TedeHu cpenHeil crenenu (kmacc B mo Yaitna-IIeto) cpemnss AUC
puBapokcabaHa ObUTa 3HAYMTENBHO TMOBBIINIEHA (B 2,3 paza) MO CPaBHEHHUIO CO 370POBBIMH
nobposoibiamMu. HecBsizannas AUC yBennumiachk B 2,6 pa3a. Y 3THX HallMEHTOB TakXke OBLIO
CHIDKEHO BBIBE/ICHUE PHBApPOKCa0aHa IMOYKAMHU, CXO0XKEE C TAKOBHIM Y IMAlMEHTOB C HAPYIICHHUEM
GyHKIMH TIOYeK cpeiHel creneHHW. [laHHble MO MalUeHTaM C HapylleHHeM (YHKIHUU TeYeHH
TSDKEJION CTETIEHU OTCYTCTBYIOT.

[lonaBnenue akTUBHOCTH (pakTopa Xa y HAIMEHTOB C HapylleHHeM (YHKIMU MEYEeHU CpeaHen
CTETIeH! OBUIO YBEJIWYEHO B 2,6 pa3a MO CPAaBHEHHIO CO 370POBHIMU JTOOPOBOJIBIIAMH;, YBEITHYCHUE
IpPOTPOMOMHOBOTO BPEMEHHU B CXOXKeW cTeneHu Bo3pactano B 2,1 pasa. [lanueHTsl ¢ HapylIeHHeM
(GyHKIIMY TeUeHu cpefHel creneHu Obuih Oojiee YyBCTBUTENbHBI K pUBAapOKcaOaHy, YTO SBISETCS
cieAcTBueM — Ooilee  TECHOW ~ B3aMMOCBSI3M  (apMakoguHAMHUYeCKHX  3(PQekToB U
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(hapMaKOKMHETHUECKUX MapaMeTpOB MEXIY KOHILIEHTpaluen L[G/II;a:DEEL%% IETP?%MII;(I)JG:I}IFHOHB{I{/I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BPEMCHEM.

PuBapokcaban mpOTHBOIIOKA3aH TAalMEHTaM C 3a00JCBAaHHUSAMHU I[I€YCHHU, TNPOTEKAIOUIMMH C
KOaryJomnaTuei, 1 puCKOM KIMHIUYECKH 3HAYMMOT0 KPOBOTCUCHU S, BKJIFOYAS TTAIIMEHTOB C IIHPPO30M
nedenu kinacca B u C no kinaccudukanun Yaiina-ITeto (cm. pasgern 4.3.).

Tloueunas neoocmamounocmo

OTCYTCTBYIOT KIMHHYECKHUE JaHHbIE O MPUMEHEHUU pUBapokcabaHa y nereil B Bo3pacte 1 roma u
CTapIle CO CpEeAHEH WM TSDKEJIOH CTETEHBI0 HapyIIeHUs! (QYHKIMH MOYeK (CKOPOCTh KIyOOYKOBOM
dunpTpamu <50 w/mun/1,73 M?) wim y gereit mmamme 1 roga ¢ mokasaTensMH KpeaTHHHHA
CBIBOPOTKH KpOBH BbIle 97,5 npoueHTwis (cM. pazzen 4.4.).

Y B3pOCIBIX MalMEHTOB HA0II01a710Ch YBETUUCHHE YKCIIO3UINH pPUBapoKcabaHa, KOppenpoBaBIlee
CO CHIDKCHHEM TIOYEYHOH (PYHKIIMU, KOTOpasi OIICHUBAJIACh U3MEPEHUEM KIIMpEHCa KpeaTHHUHA. Y
nanueHToB ¢ jerkoit (KnKp 50-80 mu/mun), cpeaneit (KnKp 30—49 mn/mun) u soxenoi (KnKp 15—
29 MI/MHH) CTETIEHBIO HapyIIeHUs (YHKIIMU TIOYEK KOHIICHTPAIMU pUBapoKcabaHa B Ijia3Me KpOBH
(AUC) 6butn moseimienst B 1,4, 1,5 u 1,6 pasa, coorBercTtBeHHO. COOTBETCTBYIOIIEE YBEIHUCHHE
dapmakomHAMUYIECKUX 3PPEKTOB ObLUTO 0OJIee BBIPAKCHHBIM. Y TAIIMCHTOB C JICTKOH, U TSHKEION
CTETeHbI0 HapylIeHHs GYyHKIIUHU ToYeK o0Iee MoAaBlieHne akTUBHOCTH (pakTopa Xa yBelTn4rBaIOCh
B 1,5, 1,9 m 2,0 pa3a COOTBETCTBEHHO II0 CPaBHEHHUIO CO 30OPOBBIMU JOOPOBOJIBIIAMU;
MIPOTPOMOMHOBOE BpeMsl TaKKe yBelInuuBainocs B 1,3, 2,2 u 2,4 paza COOTBETCTBEHHO.

Hannbie o nmaruenTax ¢ KinKp <15 mi/MuH 0TCyTCTBYIOT.

[Ipenmnonaraercs, 4To puBapokcadaH He MOJBEPraeTcs AUAIN3y B CBSA3H C BHICOKUM CBSI3bIBAHUEM C
OeKaMH I1a3Mbl KPOBH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyenb BcnomMorare/ibHbIX BellECTB

JIuMOHHas KHuCI0Ta

ApomMaTH3arop CiajKuil KpeMOBbIH (MabTOACKCTPUH (KyKypy3HbIit), mpommieHraukons (E 1520),
apaBuiickas kamenp (r'yMMuapabuk, E 414), nuiieBbie apoMaTu3aTopsl)

I'mopomennosa 5 cP

Mannwuron (E 421)

[ennrono3a MUKPOKpUCTAIIINYECKAs + KapMeIlI03a HaTpus (LEJUIH0II03a MUKPOKpHUCTaIINYecKas +
KapOOKCHUMETHIILIEIITI0I03a HATPHSL)

Harpus 6en3zoar (E 211)

Cyxkpainosa

KcanTanoBas kamenb

6.2. HecoBMecTHUMOCTD

He mpumenunmo.

6.3. Cpok roqHocTH (CPOK XpaHEeHH)

HeBckpruIThIl hi1akoH

3 roxa.

CycnieHnsus

[Tocne mpuroToBiIeHHs XpaHUTh He Oosee 14 qHE.
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6.4. OcoOble Mepbl MPETOCTOPOKHOCTH NPH XPaAHEHHUHU

HeBckpoIThl haakoH

XpauuTth nipu Temmneparype He Boiie 30 °C.

CycnieHsus

[Tocne mpUroToBIeHUsI XPAHUTh B BEPTUKAIHHOM OJIOKEHUH.
XpauuTth nipu Temrneparype He Boiie 30 °C.

He 3amopaxuBats.

6.5. XapakTep u cogep:kaHne YIIAaKOBKH

Jl1s meter ¢ Maccou Teaa MeHee 4 KT

1o 2,625 r rpanyi Bo (hJakoH U3 KOPHUHEBOTO cTeksia oobemoM 100 mut ¢ HaBuHUMBAaroMIECs Oenon
HeTpo3pavyHor KpbIkoi u3 nonunponwiena (I111) ¢ 3amuroit ot nereit.

1 ¢nakoH B KOMILJIEKTE C

- 2 CHHMMM LIIpULiaMud 00beMOM | MJT ¢ rpaiyupoBOYHOM 1miKanoi ¢ marom 0,1 mi,
- afanTepom Juis (iaKkoHa,

- LIIpULIEM U1 BoAbl 00beMoM 50 MIT ¢ TpaJyupOBOYHON HIKAIOM ¢ maroM 1 mi

- BMECTE C JIMCTKOM-BKJIAJBIIIEM Y MHCTPYKLMEH 110 IPUMEHEHUIO IOMELIAIOT B KAPTOHHYIO NAUKYy,
Ha KOTOPOM JOMYCKAeTCsl HATMYMe KOHTPOJIS TIEPBOTO BCKPHITHS (TIephoparivs /Wil STUKETKA).

i nereyi ¢ Maccoi Tena 4 Kr u 0oJiee:

1o 5,25 r rpanyn Bo (py1akoH U3 KOPUUHEBOTO CTEeKIa 00beMoM 250 MJ1 ¢ HaBUHYMBarOIIeHcs Oenoi
Henpo3payHoi Kpbikoit u3 nonunponuneHa (I1I1) ¢ 3amuToit oT nereit.

1 pakoH B KOMILIEKTE C

- 2 CHHUMM LINpUIIAMUA 00BEMOM 5 MJI C TpaAyUpOBOYHOM 1IKajoi ¢ marom 0,2 mi,

- 2 cuHMMH mmnpunaMu oosemoM 10 Mit ¢ rpagyrpoBoYHOM HiKanoi ¢ marom 0,5 mi,

- ajantepoMm Juisd (hiIakoHa,

- wnpuLeM g Boasl o0bemMoM 100 mit ¢ rpagyupOBOYHOM MIKAJIOHN ¢ m1arom 2 mi

- BMECTE C JIMCTKOM-BKJIAJBIIIEM Y MHCTPYKIMEN 110 IPUMEHEHHUIO TOMELIAIOT B KAPTOHHYIO NAUKYy,

Ha KOTOPOM JOMyCKAETCsl HATMYME KOHTPOJISI IEPBOT0 BCKPBITHUS (Tepdopalius u/uin STUKETKA).

6.6. OcoOble MepbI NMPEIOCTOPOKHOCTH NMPH YTHIM3AUMH MCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npemnapara ujiii 0TxoA0B, MOJYY€HHBIX IMOCJI€ IPUMCHECHUSA NIpenapara, u Ipyru¢ MaHUuImyJasauu
¢ mpenaparom

I/IHCTDVKI_[I/ISI 10 IIPHUT'OTOBJICHHUIO CYCIICH3WHW U MPUEMY ITpCIiapara

Ilepen mpumMeHeHHEM TpaHyJbl JOJDKHBI OBITH CYCHEHIMpPOBAHBI C HETra3upOBAaHHOM BOJOH 0
MOJTYYEHUST OTHOPOTHON CYCTIeH3UHU ¢ (PMHAIHON KOHIICHTpanuen 1 mMr/m.

KonndecTBO BOJIBI, HCIIOIB3YyEMOE TS 3TUX LIENIEH:

- 50 mut st pimakoHoB 06BeMom 100 mut, copeprkamux 2,625 T rpaHy;

- 100 M qna pmakoHOB 0OBeMOM 250 M1, cofepxKamux 5,25 T rpaHyil.
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®dnakoH HEOOXOIMMO BCTPSIXUBATDH MOCJE MPUTOTOBI

brunst B 1o etid 66 Cery T i 11épén b HeMots

Kaxks101 10361 B Teuenue 10 cexyna. [locne mpurorosn
co00¥ CyCTeH3UI0 OT OEJIOro 70 MOYTH OEJIoTo IBeTa.

€HUs JICKaPCTBEHHBIN ITpenapar IpeacTaBisieT

VnakoBka coaepkuT cunue mmpuibl (1 mi, 5 M win 10 mut) uist 1o3upoBaHus npenapara mnocie

npurotoBieHus (cm. Tabmuiy 1).

[lepen mpuemom npenapata Kcapenro HeoOXoauMo yOeaUTHCS B PACIIONOKEHUN 30Ha B JKEITY IKE.
B cBsi3u ¢ Tem, uto abcopOuus puBapokcabaHa 3aBUCUT OT MECTa BBICBOOOXKICHHUSI ACHCTBYIOLIETO
BEIIECTBA, HEOOXOAUMO M30eraTh BBEICHHS pPHBApOKcadaHa AUCTAbHEE KENMyJKa, B MPOTHBHOM
Clly4ae 3TO MOKET MPUBECTU K CHIKEHUIO aOCOpOInU U, CIeI0BAaTENIbHO, K CHI)KEHUIO IKCIIO3UIIUU
neiicrByromero BemectBa. llocne mpuema mpemnapata Kcapento HEoOXOAMMO CMBITh OCTATKH
mpernapaTa co CT€HOK 30HAa Bonoil. Ilocie 3Toro HeoOXOAUMO HE3aMeIIUTENIbHO OCYIIECTBUTH
IIPUEM ITUTAHUS YEPE3 HA30TaCTPAJIbHBIN WIIH JKEITyJOYHBIN 30HA (CM. paznen 5.2.).

Vruimzanus

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

baiiep AI', Kaitzep-Bunsrensm-Asnee, 1, 51373 JleBepkyseH, ['epmanus
Bayer AG, Kaiser-Wilhelm-Allee, 1, 51373 Leverkusen, Germany

7.1. [IpencraBuTe b AEPKATEIS] PETHCTPALHOHHOTO Y10CTOBEPEHHU S

[Iperen3uu notpeduTeneil HaNPaBIATH 110 aJPECY:
B Poccuiickoti @edepayuu:

AO «BAWEP»

107113 Mockga, 3-s1 PeiOuHnckas yiu., a. 18, ctp. 2
Tenedon: +7 495 231 12 00

B Pecnybnuxe Kazaxcman:

TOO «baiiep KA3»

050057 Anmartsl, yn. TumupsizeBa 42, nas. 15, oduc 301

Tenedon: +7 727 258 80 40

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUH OTITYCKA 110 PELENTY.

OOmias xapakTepuCTHKa JICKApCTBEHHOro mpenapata Kcapento AOCTymHa B €JHHOM peecTpe

3apeFI/ICTpI/IpOBaHHLIX J'IeKapCTBeHHLIX Cpe,Z[CTB
https://eec.eaeunion.org
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HNHcTpykuus mo npuMeHeHHI0

Kcapearo 1 mr/ma

®jakoH 00bemMoM 100 mui, cogep:xammid 2,625 r rpa”yJi AJisi NIPUTOTOBJIEHUS CYCIIEH3UM LISl
npuemMa BHYTPb

JeiicTBy1o11I€e BelleCTBO: pUBAPOKCAOaH

IIpuroroB/jieHue U NPpUMEHEHH e CYyCIIeH3UN /IJIsl IPUEMAa BHYTPb (CMech IPaHyJIbI-BO/1A)
TepMHUHBI M YCJI0BHbIE 0003HAYEHUS

m ['panynsl: MOpoIIoK (TOCTaBIsIEMBbIN BO ()JIaKOHE), COACPIKAIININ ASHCTBYIOIIEE BEIIECTBO.

m [Inpun mos Boasl: mmpui o0bemMoM 50 Mil, MpUMEHSIETCS J1s U3MEpEeHHs U po0aBiaeHus 50 mi
BOJBI BO (pr1akoH ¢ rpanyiamu npemapata Kcapenro.

m CycneH3usi: cMech rpaHyJsbl-Boja (A1 mpreMa BHYTPb).

m CUHUH WITPUIL: WITTPUI] C CHHUM MOPIITHEM, TPUMEHSIETCS ISl U3BJICUCHUS U IEPOPATBLHOTO ITpreMa
npenapata Kcapenro.

OCTOpOXKHO: CM. HHCTPYKLUHIO 10 IPUMEHEHUIO [UIsl TMOJYyYEHHsS BaKHOU
nH(bOpMaUY B OTHOUICHUH MPEAYTPEKICHUNA U MEP MPEI0CTOPOKHOCTH.
D)
1 OObpaTtutech K MHCTPYKIIUU 110 TPUMEHEHHUIO

/1 He nomyckaTh BO3/1€HCTBHS COTHEYHOTO CBETA
bepeus ot Bnaru

(\_/\_/il | Jata uzroroBiaeHus

Wcnons3oBaTh 10

R E F Howmep no karanory

LOT Kox nmaptun

|
. < / Toabko i npuemMa BHyTpb

Ilepen HayajI0M NpUMeEHEHUS

m BanMmarensHO IIPOYTUTE BCC PA3aCIIbI I/IHCTPYKHI/II/I 10 IPUMEHCHHIO IEPE IICPBBIM IPUMCHCHUEM
Iperapara KCElpeJ'ITO, a TaKXKe nepe] NpueMom Ka)KﬂOﬁ J0O3bI.

B YI0CTOBEPHTECH, YTO BBl MOHMMaeTe MHCTPYKIMH, IPEXKIEC YEM HAadaTb. B MpOoTHBHOM ciyuae
IIPOKOHCYJIBTUPYUTECH C Bammm BpadyoMm.

33



m bonee nonpobuyro nadopmanuro no npenapary Kcapenro M&G‘{Ollggfn

._'_I.'_f Nz 'II- 259

ikt

oT ,_.'| '_|
= || 114

ﬁ--

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

KJTaIl'BIHIé' o

Coaepxkumoe ynakoBKH

Ka)KI[aH Imaydyka mperapara KC&pCJ’ITO COACPKHUT CICAYIOIINEC KOMIIOHCHTBI:

7

0| %

1 ¢aakon ¢ HaBUHYMBAWIIEHCH KPBIMIKOWH ¢ 3alUTOH OT JeTeid,
cojiep Kalluii rpanyiiel npenaparta Kcapenro.

1 mmpui 1Jst Boabl 00beMoM S0 MJ1 B HHAUBHYAJILHON YIaKOBKe (TOJIBKO
JUTSl OTHOKPATHOTO TPUMEHEHUS)

npui 11st BOJbI MPUMEHSIETCS ISl U3MEPEHUs TOUYHOTO KOJIMYECTBAa BOIBI,
HE0OXO0IUMOM ISl MPUTOTOBIICHUS CyCIIeH3uH npenapata KcapenTo.

1 aganTep 1js p1aKkoHA B HHAUBUAYAJIBHON YIAKOBKE

Apantep BCTaBISETCS B TOPIBIIIKO (IIAKOHA, COIEPIKAIIETro IPaHyJIbl Iperapara
Kcapenro, nocine Toro, kak TO4HOE KOJIMYECTBO BOABI J00OABICHO BO (DIIAKOH.

JlaHHbIN ajanTep CIy>KUT Uil IPUCOEIWHEHUS CHHEro IUNpHla K (IIakoHy,
4T00BI 00eceunTh HAOOP BEPHOI0 KOJNYECTBA CYCIIEH3UHU U3 (pilakoHa B CUHUI
LIIIPULL.

2 CHHHUX NpuNa od0beMoM 1 MJI B HHAMBHAYAJIbHOH YNAKOBKe (OJUH B
Ka4ecTBe 3aMacHOro mimpuia)

CuUHUI WINPUI] KCTIONB3YETCs AJI preMa mpemnapaTta oobemom 10 1 mur.

Hcnonb3yiiTe ero st oTOopa HEOOXOIUMOH 1036l CYCTICH3UH.

[lox spABIYKOM Ha CHHEM IIINPUIIE HAXOJUTCS KpPacHasi KHOIKAa. JTa KHOIKA
CITYXUT 1)1 PUKCauu HEOOXOAMMOTO 00beMa JO3UPOBAHUSI.

COXpaHHﬁTe APJBIMOK Ha MCECTC HAa CMHCM MIIIPUIC, MOKa B I/IHCTPYKI_II/II/I 10
IMPUMCHCHUIO HE 6y,HeT CKa3aHoO €T0 yAaJIUThb.

1 MHCTPYKIMS MO NPUMEHEHM IO (JaHHbIN TOKYMEHT)

NHcTpyKIKs 110 IPUMEHEHUIO COAEP/KUT ONUCAHUE IPUTOTOBJICHUS CYCIICH3HH,
a TaK)Ke HaCTPOMKHU U coco0 MPUMEHEHHUS CUHETO IIIPHIIa.

1 IMCcTOK-BKJIAABIIT

Conepxxut BakHyr0 HHpopManuio o rpenapare Kcapenro.

Ipeaynpexaarmas uadopmanus:

He paCHaKOBbIBaﬁTe OTACIBbHBIC KOMIIOHCHTHI, ITOKa 00 3TOM HE 6YJICT CKa3aHO B PYKOBOZ[CTBC.

He npumensiite npenapart Kcapento, eciu kakoi-TO U3 KOMIOHEHTOB ObLT OTKPBIT HJTU MTOBPEKICH.

He npumensiiite npenapar Kcapento nocne naTel
YIaKOBKE.

IIpenynpexaeHnst 1 Mepbl NPeI0CTOPOKHOCTH
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m lcnonp3yiiTe TOAbKO HEra3upoOBaHHYIO MUTHEBYIO|BOJY nﬂﬂﬁbhﬁ%ﬁ&ﬁ&%ﬁé{df tllTblﬁlﬂl

CMEPTHOMY OTUETY

n30exarh 00pa3oBaHUs My3bIPHKOB. JTO 3HAUUT, YTO BBl MOXKETE HCIIONB30BATh:
— CBEXYI0 BOJAOIPOBOJIHYIO BOJlY WIH
— HETa3uPOBAaHHYIO MUHEPAJIbHYIO BOLY

m /1111 nosrydeHusi BepHOM KOHIIEHTpaluu npenaparta Kcapento oueHb BaxxHO 100aBIsATH BO (priakoH
K rpaHyJiaM TOYHOE KOJIUYECTBO BOJIbI.

— Wcnonp3yiite mmnpur 1y Bojbl, 4ToObl 0TMEpUTh 50 MII BOJbI, CMOTPUTE HUKE JUIs HOTYUYESHUs
JOTIOJTHUTENBHOM HH(pOpMALIHH.

— OueHb aKKypaTHO OTMEpSIiTe KOJTUYECTBO BOJIBI sl T0OaBIeHUS BO (pi1akoH.

m CycIieH31s MOXKET IIPUMEHSATHCS B TeueHUe 14 qHel nocie NpuroToBIEHUS IPU yCIOBUU XPaHEHUS
IIPY KOMHATHOM TeMIIEpaType.

OO0s13aTeNIbHO BOMILUTE ATy MCTEUEHUS CPOKA FOJHOCTH CYCIIEH3MM (Aara mpuroroBieHus + 14
JIHEH) B clielIMalIbHOE TI0JIe Ha STUKETKE (JIaKOHA.

m He xpanure cycnensuto npu temmneparype Boitie 30 °C. He 3amopakuBaiite.

Ecnu cycnensus XpaHuiach B XOJIOAMJIbHHMKE, HEOOXOAMMO JaTh €l Harperbcs 10 KOMHATHOU
TEMIIEPATYPBbI, IPEXK/IEC YEM U3BJIEYb HA3HAYECHHYIO J03Y.

m BerpsixuBaiite cycnieH3Ho mpy NepBOHAYATLHOM IIPUTOTOBICHUU He MeHee 60 ceKyH/I.
m BeTpsixuBaiite cycrnieH3uio Bo ¢uiakone He MeHee 10 cekyH/I mepe KaxIbIM TPUMEHEHHUEM.
m OdeHb BaKHO MPUHUMATh Ha3HAUEHHYIO /103y npenapata Kcapento.

— YOenurech, yTo BBl 3HaeTe Ha3HAYCHHYIO 103y W YacTOTy npuema. [IpoKOHCYIbTHpYHTECh C
BpauoM mwiu (apMareBToM, eciy Bbl He 3HaeTe Ha3HAUEHHYIO 103y U 4acCTOTY.

— AKKypaTHO HaroJIHUTE CUHUH IIIPUI] B COOTBETCTBUU C HA3HAYEHHBIM 00HEMOM.

— Ocy1ecTBUTE IPUEM Ha3HAYEHHOW J103bl, UCIIONIB3Ysl cMHUM mmpul. CienyiTe yKkazaHUsAM Bpada
0 TOM, CKOJIBKO Pa3 B JIEHb HY’KHO IPUHUMATh HA3HAYEHHYIO J103Y.

- HpOBepLTe CHUHHI Impun Ha HAJIMYHUC ITY3BIPEKOB BO31yXa MICPEA IPUECMOM CYCIICH3UU BHYTPb.

m Ecnmu Bam peGeHOKk HEOJHOKpAaTHO HE NPUHUMAET BCIHO TpeOyeMyro 103y WJIM YaCTUYHO
BBHITUIEBBIBAET €€, TO3BOHUTE JieualeMy Bpauy Barero pebeHka Jisl anbHEUIINX HHCTPYKIIHA.

m Mexay npuemMaMu /103 XpaHUTE CyCIIEH3HUI0 B HEJJOCTYITHOM /ISl IeTel MecTe TaK, YTOObl peOeHOK
HE MOT YBHJIETH €€.

m XpaHUTE MHCTPYKLHUIO MO MPUMEHEHUIO TaKUM 00pa3oM, yToObl Bbl Moriu oOpaTtutbes K Hel
MIO3JJHEE BO BpeMsl IpUMEHEHU npenapara Kcapenro.

IIpumenenune npenapara Kcapeiaro
m [Ipenapat Kcapento B Buae cycnensnn npegHa3HadeH TOJIBKO JUIsl IPUEMA BHYTPb.

m O0BeM U yacToTa npuMeHeHus npemnapara Kcapenro 3aBucst ot Beca Bamero pebenka, moaTomy
OyayT MEHAThCS cO BpeMeHeM, eciin Bam pebenok Oynet momydats npenapat Kcapento B Teuenue
JUITUTEIBHOTO MEPHOJIa BPEMEHHU.

— Bpau Bamero peGenka coo6muT Bam BepHbIit 00beM J103BlI.
— He MeHsiiiTe 103y CaMOCTOSITEJIBLHO.

— Bceeraa ucnonbs3yiite 00beM, Ha3HauUeHHBIN BpauoM Bamero peGenka, u ybenurech, 4To BepHas
JO3UPOBKA JUIsl [IpHeMa BIIMCaHa B CHEIHaIbHOE 110JI€ Ha BHEIIHEW CTOPOHE KAPTOHHOM MayuKH.

Ecnu nannas I/IH(bOpMaI_[I/ISI HC BIIMCAaHa B IIOJIC, ITIOIIPOCUTE Bpada Bamero pe6eHKa nin (I)apMaueBTa
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MIPEI0CTaBUTh COOTBETCTBYIOLIYIO HHPOPMAIIHIO.

m Crenyiite moapoOHON HHCTPYKIUH 110 IPUMEHEHHIO, KaK OMMCAHO B MOCIEIYIONUX Pa3ienax.
m O0s13aTeNnbHO COOMI0IaliTe MHCTPYKIIUHU KacaTeIbHO MpUeMa:

— IIpueM: Tpu pa3a B €Hb, C MHTEPBAJIOM OKOJIO 8 4acOB, BO BPEMSI KOPMJICHUS.
1. IIpuroroB/ieHHe CycNeH3UH IS IPHEMA BHYTPb

Jran 1.1: IloaroroBKa K NPUroTOBJIEHUIO CyCIIEH3MH /ISl IPHeMa BHYTPb
[IpuroroBieHue CycrieH3UH BBIIOIHIETCSA OJUH pa3 ¢ KaX/10i HOBOH yIIaKOBKOM.

[lepen nmpUroToBIIEHUEM CYCIICH3UU:

d. THIaTeJ'IBHO BBIMOMTE PYKH C MBUUIOM M BBICYIIHUTC HX.

b. HpOBepre AaTy UCTCUCHUA CPOKa 'OJHOCTHU HA YITAKOBKC.

He ucnosb3yiite npenapar ¢ UICTEKIIMM CPOKOM I'OJHOCTH.

C. [lonroroBbTe crneayromnre T0MOJIHUTEIBHBIE CPEICTBA:
m EmkocTs, coneprkairyro He MeHnee 150 M1 BOJbI:

— HCIOJIb3YHTE CBEXYIO BOJONPOBOAHYIO BOJY WJIM HETa3MPOBAHHYIO
MUHEPAJIBHYIO BOLY;

— BOJIa JIOJ’KHA OBITh KOMHATHOM TEMIIEpaTyphl.
m CandeTky A BOUTHIBAHUS JTUIITHEH BOJIBI.
Jrtan 1.2: 3a00p HeoOX0AUMOr0 00beMa BOAbI

Hcnonp3yiTe TONBKO HOBBIE MaTepuaibl U3 HOBOW YIIAKOBKM KaXKIbI pa3, korga Bel HaunHaere
HOBYIO YIIaKOBKY.

a. Pacmaky¥ite minpuir s BOJBI.

b. TTorpysurte oTBepcTHE MITIPHUIIA JIJISI BOABI B €MKOCTH C BOJIOM.
. HaGepure B mmpui; o6sem 6onee 50 mit.

JIJ1s 3TOTO MOTSIHUTE ILTOK MOPUIHS Ha ce0sl U yOeaIuTech, 4TO OTBEPCTHE
LINpULa JUIsl BOABI BCE BPEMs OCTAE€TCsl MOTPYKEHHBIM B BOAY. OTO
MTOMOYET U30ekaTh 00pa30BaHUs My3bIPHKOB BO3yXa B ILIIPHIIE.

d. U3Bnekure HIITpuUI U3 BOJBI.

e. [ToBepHHTE HIMpUIL TaK, YTOOBI OTBEPCTHE OBLJIO HAIIPABIIEHO BBEPX.
> JIroOble mMy3bIpbKH BO3AyXa MOJHUMYTCS HAaBEpX, €CIU JAEpiKaTh
LIIPULL BBEPX.

[Toctyunte Mo HEMy HaibllaMU, YTOOBI IEPEMECTUTH MY3BIPHKU BO3TyXa
BBEPX.
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f. Haxxumaiite Ha mTOK MOPIITHST, TOKa BCPXHCC KOIBHO TOPHIHT HC

JOCTUTHET OTMETKHA 50 MII.
> [Ipy HakaTWHM Ha MOPIICHb M3 KOHYUKA IIMPHUIA MOXKET BBITCYb

BO/Ia. DTH U3JHILKU BOJIBI MOXHO COOpaTh can(eTKoi.

IIpeaynpexnaromas uadopmanus:

BepxHee K0JIbLI0 YEpPHOT0 MOPUIHS AOJIKHO HAXOAUTHCSI TOYHO HA OHOM
JIMHMHU € 0TMeTKOM 50 MJI 1711 TOCTUKEHUS [TPaBUIIBHON KOHLEHTpaLUuu

CYCIICH3HH.

0

9. IlpomomxaiiTe nepkaTh IWINPULl JUIsI BOJBI OTBEPCTUEM BBEPX U
. BHHUMATEIHHO IPOBEPHTE BOY, HAOPAHHYIO B IITIPHII:

’
’
s

>€>|  m Ha mpaBUIBHOCTH 0GBEMA,

BN Ha HaJJM4HUE ITy3BIPHKOB BO3yXa.

"’"“F‘"'“"l“'m'l““?‘“?‘“\““f““@'

MarieHbpKHE IMy3bIPpbKH BO3lyXa HEKPUTHYHBI, HO OOJbBILINE ITy3bIPHKH BO3IyXa
KpuTH4Hbl. CMOTpUTE HIDKE Oosee OeTaibHOE OOBACHEHHWE TOrO, YTO CIEAYyeT

JIenaTh.

‘I@| v |'©| X h. Ecim mnpui HanmoJiHeH HeNMPaBHJIbHO WJIH COXEPKUT CIMIIKOM
| | MHOI'0 BO3/1yXxa:

\
- _— TE—Q | OHYCTOIHI/ITG mIpun 411 BOABI.

Iy

J m [ToBTopure mmiaru ¢ b. mo h.

HHIIIHL

Jrtan 1.3: J/lo6aBiieHne BoAbI K rpaHyjaam
a. Eciiu rpanyJibl BO (pi1akoHe BBITJISIAAT CKOMKOBABIIMMMCS:
m Crerka nocty4nre (IakoHOM 110 pyKe.

m ByabTe 0cTOPOIKHBI, TOCKOJBKY (PJIAKOH CAETIaH U3 CTEKIIA.

b. OTBHHTHUTE OT (prIaKOHA KPBIIIKY C 3AIIUTOH OT JeTel (HAXKMHUTE BHU3 U
MOBEPHUTE MPOTHUB YACOBOW CTPEIIKH).
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193

c. IlomecTtuTe 3amOIHEHHBIN Mopu AT BOABT Ha  BCPXHUMT Kpan
TOPJIBIIIKA (JIAKOHA.

d. Kpenko aepxute iakoH.
e. MeyleHHO HaKMHTE Ha IITOK TTOPIITHSL.
Bech 00beM BOJBI 10JI3KeH ObITH NepeHeceH BO (MJIAKOH.

f. YTunusupyiite mmpwuir 11 BOIbI BMECTE C OBITOBBIMH OTXOIaMHU.

Jran 1.4: YcraHoBKaA ajjantepa U CMelIMBAHUE KOMIIOHEHTOB /IJISl MOJIyYeHHUs CYyCIIeH3UM J1JI

npueMa BHYTPb

AnaHTep npeaHasHa4dCH AJIA HAIIOJIHCHHA CHHCT'O HIITPpHIa CYCHGHSHCIZ.

a. Pacmakyiite amanrep st riakoHa.

b. BcraBsre aJ[alITCp MMOJHOCTBIO B I'OPJIBIIIKO (bJ'IaKOHa.

c. [InmotHo 3akpoiite (h1aKOH HABUHYUBAIOLIECIHCS KPBIIIIKOM.

d. OcTopo:kHo BCTpsixuBaiiTe Gy1akOH B TeueHHE He MeHee 60 CeKyHI.
> OT0 HEOOXOAMMO /MJisi TOJYYEHHUS XOpOIIO TMepeMelIaHHOM
CYCII€H3HH.

e. IIpoBeprTe, TIIATENBHO JIM NTEpEMEILIaHa CYCIIEH3US:
B HET KOMKOB,

B HCT oCaakKa.

Ipeaynpexaaromas nuHdpopmanus:

C}’CHCHSI/ISI HE T0JI’)KHA COACPKATH KAKHX-JIH00 KOMKOB HJIM ocaaka,
YTOOBI T ApaHTUPOBATH IMPABUJIIBHOCTH 103BbI.

f. [Ipu HATMYUH KOMKOB WJIH 0cajka nosropure maru ¢ d. mo T,
> Korzma He ocTanoch KOMKOB WM OCaKa, CYCIICH3HUsI FOTOBa K
PUMEHEHHUIO.
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He no6asisiiTe 00JibllIe BOABI BO QITaKOH:

Cpok rogHocTH cycneHsuu 14 nHe.

g. Hamummwmrte pgaty wucreyeHus cpoka TOAHOCTH TOJIBKO YTO
MIPUTOTOBIICHHOM CYCIIEH3MU Ha STHKETKe (prraKoHa.

Jara npuroroBjienus + 14 qHeu.

IIpuBeIeHHBIN PUCYHOK SIBJIAECTCS JIMIIL IIPUMEPOM.

2. Dukcanusa HA3HAYEHHOM 103bI /151 KA2K10T0 HOBOI'0 CHHEr0 mmnpuua

st mpexoTBpamieHusi nepeIo3uPOBKU MM HEA0CTATOYHOMN J03MPOBKH HEOOXO0AMMO TOYHOE
A03MPOBAHHUE CYCIIEH3UH.

Ilepen tem, kak Bel Habepere nepByto 103y U3 (QiakoHa, IpUIaraéMbli CHHUH MIpUL] HEOOXOUMO
HACTPOUTH B COOTBETCTBUU C JO3UPOBKOM, HA3HAYCHHOH BpayoM Bamiero pebenka. Ita uHpopmanus
MOJKET ObITh HaliJIeHa B COOTBETCTBYIOLIEM I0JI€ KapTOHHOM nauku. Ecnu nannas undopmanus He
OblIa BIIMCAHA, IOCOBETYHTECH ¢ BpadoM Barmrero pebenka uinn papmaneBToM.

[Tocne ycTaHOBKHM 03Bl OJJUH U TOT K€ CUHUHN IIIPHI] MOKET UCIIOIB30BaThCA I KaXKIO0ro IpreMa
u3 (prakoHa ¢ CyCreH3ueH, MPUTOTOBICHHOM Ha JTare 1.

Kak To1bK0 1032 3a)MKCHPOBaHA HA CHHEM HITIPHUIlE, OHA HE MOKeT ObITh H3MEHeHA.
CuHu mINpUI UMEET MKy (MJI).
[lIkana curero mimpuia oobemoM 1 mur HaunHaerces ¢ 0,2 Mit.
[ar mexay aenenusimu paseH 0,1 mut.
IIpumeuanmue:

He ynaasiiiTe oTKJIeNBAIOIIMIACH APJIBIYOK, MOKA 00 3TOM He OyaeT
CKa32HO B MHCTPYKIHUH 110 IPUMEHEHHIO.

CuHUH mIpUll MUMEeT KPACHYKH KHOMKY Ui ¢ukcauuu oObema.
W3HauanbHO 3Ta KHOIIKA MMOKPBITA OTKJIEUBAIOIIUMCS SIPIBIYKOM.

[Ipn HaxkxaTum KpacHOW KHONKU (PUKCUpyEeTCs HEOOXOAMMBIH 00BEM
LINpULA, 3TO MOXHO clelarh TONbKO OAuH pa3. He Haxumaiite
KPacHYI0 KHOIIKY, ITOKa 00 3TOM He OyJIeT cKa3aHO B MHCTPYKIUH IO
IIPUMEHEHHUIO.

[locne HakaTusi Ha KpACHYH KHONKY HW3MEHUTh 00BeM Oyner
HEBO3MOXHO.

a. Ilocmorpure 103y, yKa3aHHYI0 B COOTBETCTBYIOIIEM IIOJIe€ Ha
BHEIIIHEW CTOPOHE KApTOHHOM MayuKH.

b. Ecaiu undopManusi 0TCyTCTBYET:
ITonpocute Bamiero Bpaua unu gapmarieBra ee mpeIoCTaBUTh.

C. JlepkuTe CUHUI LINPHULL OTBEPCTUEM BBEPX.
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d. MenjieHHO TIOTSHUTE IIITOK TTOPHIHSA, ITOKa BCPXHNNW Kpanm HC
JOCTUTHET OTMETKU 00beMa, KOTOPBIH HYKHO PUHUMATh.

> HpI/I JBHKCHHUH INTOKA IMOPIITHSA Br1 Mmoxete YCIbIIIATh METYO0K
Ha KaXXJO0M IHare yCTaHOBKH o0beMa.

e _\ [Ipeaynpexnaomas uHgpopmanus:

Bepxuuii kpail NOpIIHSA J0JKeH ObITh TOYHO HA OJHOH JHMHHUM C
IIPABUIILHON OTMETKON 00beMa, KOTOPbII HY>KHO IPUHUMATh.

[IpuBeneHHbII PUCYHOK SBJISIETCS JUIIb IpUMepoM. Bair 00beM MoxkeT
OBbITb UHBIM.

BynbTe 0cTOPOIKHBI, He BRITATHBANTE MMOPIICHD 32 MPEaesibl 00beMa,
KOTOPBIN HYKHO IPUHUMATbh.

ByabTre ocTOopoikHBI, He HaXUMaiTe Ha SPJIBIYOK, KOIZa TSHETE 3a
MIOpIIEHb.

e. [ToJHOCThI0 yIAIUTE SIPIIBIYOK C CHHETO MITPUIIA.
> Teneps Bbl MokeTe BUIETh KPACHYIO KHOTKY JUISl YCTAaHOBKHU
00BeMa.

f. Eme pa3 npoBepbTe MOJNIOKEHUE MOPIIHS. Y O0eIUTECh, UTO BEPXHHUI
Kpall MOpPIUHA HaXOAWTCA TOYHO HAa OJHOM JIMHUU C IIPAaBHJIBHOU
OTMETKON 00beMa, KOTOPBIM HYKHO IPUHUMATh.

g. Eciiu mos10:keHue cMHEro NopIiHs He COOTBETCTBYeET TpedyeMomy
o0bemy:

OtperynupyiiTe €ro COOTBETCTBYIOIIMM 00Pa30OM.

h. Eciau momoskeHHe CHHETO IMOPIIHS COOTBETCTBYET TpeOyeMoMy
00beMy, HOKMUTE KPACHYK KHONKY Ul (PUKCAI[MM yCTAaHOBIEHHOTO
o0beMa.

> Tenepb HeoOXxoaAMMas /1032 YCTAaHOBJIECHA.

> IIpy Ha)xaTUM KPaCHOM KHOIIKY MTPO3BYYUT €IIE OJMH IIETYOK.

ITocne aToro mem4KkoB OoJIbIIIE HE 6y,Z[CT.

Ipeaynpexnarmas uHpopmanus:

Ecam Ber 3ametniu, uTo ObuTa BRIOpaHa HEMpaBHIIbHAS 03a (KpacHast
KHOMKa Obljla Ha)kaTa, KOT/ia MOpPIIEHb HAXOJWICS B HENPaBHILHOM
MIOJIOKEHUH ), UCTIONB3YWTE 3allaCHOM CUHUH IIIPHII.

HOBTOpI/ITC mard ¢ a. mo h. AJIs HOBOT'O CMHETO LIIIpHUIIa.
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i. BraBure mopiieHs B CHHUN TIIPHIT KaK -MOKHO TTYOK

Teneps CUHUH IIIPULL MOKHO HUCIIOIB30BATh.

3. IIpuem cycnen3nu
CaenyiiTe 1eiicTBUSIM, OIMCAHHBIM HUKE, IPH KAKIOM NpHUeMe.

Jrtan 3.1: BerpsaAxuBaHue cyclieH3uH /I IpHMeMa BHYTPb

Ipeaynpexaarwmas uHdopmanus:

Z[aﬁTe CYCIICH31UU HArpeThCs 40 KOMHATHOH TEMIICPATYPHI, €CJIM OHA XpaHUJIACh B XOJIOAUJIbHUKE.

a. OcToposKHO BCTpsixuBaiiTe (hiakoH B TedeHHe He MeHee 10 ceKYHI
nepes MpUeMoM KaKJJ0H JT03bI.

> OT0 HeoOX0auMO MJis MOJYYEHHsS] XOpOLIO MepeMEIIaHHON
CYCIICH3UH.

b. IIpoBepsnTe, TIIATEIBHO JIU TIEPEMEIIaHa CYCIIEH3HUs, TO €CTh:
B HET KOMKOB,

B HET ocaJka.

C. Ilpy HAJIMYHUM KOMKOB WJIH 0CAJAKA:

[MToBTopuTe maru a. u b.

d. BerpsixuBaHue MOKET PUBECTH K 0OPa30BaHMIO TICHBI.

JlaiiTe GyiakoHy OTCTOSATBCS JO PACTBOPEHUS MIEHBI.

e. OTBUHTHTE KPBINIKY (pI1aKoHA, HO OCTAaBBTE aganTep Ha TOPJIBIIIKE
¢nakoHa.

IIpumeyanue:

Bonbuiee oTBepcTHE Ha aganTepe UCHOJb3YeTCs ISl IPUCOEIUHEHUS
CUHETO IITPHIIA.

Ha MMOBCPXHOCTHU adanTepa HE JOJIZKHO OBITH KHUAKOCTH.

f. Ecain Ha ajanTepe ecTh KaKkasi-Jin00 KUIKOCTh:
VY nanure ’KUIKOCTh C TOMOIIBIO YUCTOM canderku.

Oran 3.2; U3BjeyeHue HE0OX0AUMOM 103bI
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a. Jlepxure (QurakoH B BEPTHKATEHOM —TTOTOKECHUN. —HIOTHOCTHIO

BCTaBbTC KOHYHMK CHHCTO LIMIPpUIA B 00JIBIIIOE OTBCPCTHUC aJallTcpa.

b. ITepeBepuuTe (h1aKOH BBEPX THOM.

C. MenJjieHHO BBITSTHMBAWTE ILITOK CHUHErO IOPIIHSA, [OKa OH HE
OCTAHOBHTCS (T.€. TOKA OH HE JIOCTUTHET YCTAHOBJICHHOM /103b1).

d. TmarenbHO IIPOBCPLTC CHHHM [OITpUIl Ha HAJIMYHUEC BO3yXa.

HeGounbmme my3sIpbKH BO3yXa HE KPUTUYHBI.

€. Ecain npucyTeTBYIOT 00/1b1IME MY3BbIPBKH BO3AYyXAa:

m Beprure cycrieH3uio Bo (1akoH, BXKaB MITOK MTOPIIHS B CHHUN IITTPHII
KaK MOYKHO TIIyOKe.

m [ToBTOpUTE 1Iaru ¢ b. 1o €.
f. Bepaute (iakoH B BEpTHKAIBLHOE MOJIOKECHHUE.

g. OCTOpPOKHO U3BIECKUTE CUHUN IIIPHUIL] U3 aanTepa.
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h. Z[epmme CUHHUU HIITpUL BEPTHKATEHO T TIPOBCPHTC:
. B YTO KOHYHMK HIIIpHUIa 3aII0JTHCH
P :*E:} m yTO ObLTA Ha6paHa BE€pHasd 103a B CHUHMI IOITPpUIT

B 4TO OOJIbILINE MY3bIPHKU BO3AYyXa OTCYTCTBYIOT.

i. Eciim mpuCYyTCTBYWOT Gosiblue IY3bIPbKH BO3IyXa HJIH €CTh
BO3/1yX B KOHYHKe HINPHIA:

m CHOBa IOJHOCTBIO BCTaBbTE KOHUYMK CHHETO miIIpunaa B 0oJIbIIOE
OTBCPCTHUC agalTcpa.

m BepHuTe cycnensuio Bo (hJ1aKoH, BXKaB IITOK MOPITHS B CHHUN HITPHUIL
KaK MO>KHO TIyOKe.

m [loBropsiite maru ¢ b. mo h. 1o Tex mop, moka GOJIbIINE My3bIPHKU
BO3/lyXa HE MepecTanyT ObITh BUJIHBI.

J. BakpoiiTe G1akOH HABUHYMBAIOIICHCS KPBIIIKOM.

Ocy1iecTBUTE pUEM CYCIIEH3UU HE3aMEeIITUTEIBHO MTOCIIE HATIOJTHEHUS
cuHero mimpwuia (dtam 3.3).

Iran 3.3: [IpueM HA3HAYEHHOM 103bI

a. Ilomecture cunuii mrpuI B poOT MalueHTA.

b. HampaBbTe ero KOHYHMK B MIEKY JJIsi OOCCIIEYCHUST SCTECTBEHHOIO
TJIOTaHUS.

C. Me}l.]'leHHO HAOXMHUTC Ha MTOK IOPIIHA, IIOKa IMOPHICHb HE
OCTaAaHOBHTCH (CPIHHI>’1 IpuI MOJIHOCTBIO HYCT).

d. Yoenurech, 4T0 MaMEHT MPOTJIOTUI BCIO J103Y.

Ipeaynpexnawias uadopmanusi:
IIanueHT J0/I2KEH NPOIVIOTHTH BCIO 103y Mpenapara.

Ecnu manpieHT HEOAHOKPATHO MPOTIaThIBAET J03Y HE MOJHOCTHIO WIIH
Yy HEro IMPOMCXOJUT PBOTA, IPOKOHCYIBTUPYHTECH ¢ Bammm Bpauom
JUTSL TIOTYYEHUS JaTbHEUIINX HHCTPYKIUM.
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e. [IpemioxuTe MaMEeHTY BHIMHTE OXHY THTTISH YO TTOPTHATO KITKOCTIH:

m /{9 mnazeHna B Bo3pacte 6 MEcCsIEeB, HAIPUMEP, 3TO MOXKET OBbITH
20 v

m Taxxe 3T0 MOXKET OBITh KOPMIICHUE TPY/IBIO.

4, O4ucTKa U XpaHeHHe
Heo0x011MMo0 04MCTUTH CHHUH HIMPHI MOC/I€E KAKI0T0 MPUMEHEeHHsI.

CrnenyiiTe MHCTPYKIIUSAM HIDKE JUJISI OYMCTKH yCTpoicTBa. B 00miel cioXHOCTH HEOOXOIUMO TPH
[UKJIa JUIs1 00eCTIeYeHUs HaIekKaIlel OUUCTKY.

[Ipexxne uyem Bwl Haunere, Bam HeoOXxomumo ciemyromee ist
BeIMOIHEeHUd dramna 4.1:

m Bo3sbmute gBe eMKoCTH (HampuMmep, Yaliky Wik MUCKY)
— OJIHY €MKOCTb HAIlOJIHUTE MMUTHEBOM BOJIOM,
— IPYTYIO0 €eMKOCTh OCTaBbTE ITYCTOM.

ran 4.1: Ouucrka

da. HOFPYSI/ITG KOHYHMK CHMHCT'O MIIIpuIa B €MKOCTb C BOHOﬁ.

b. HaGepute Boy 710 ynopa IITOKa MOPIIHS.

C. OnycTommnTe CUHUN MINPUL] B TOATOTOBIEHHYIO ITYCTYI0 €MKOCTb.

d. [ToBTOpHUTE 1IArH C a. 10 C. enIé ABa pa3a.
e. ITocie ouncTKM HaXKMUTE Ha IITOK IMOPIIHS 10 YIopa.

f. BeicymuTe BHEIIHIOW MOBEPXHOCTH IINMPHUIA C TIOMOIIBI YHCTOU
candeTku.

Hpenynpexnawomas uagopmanus:
m He MoliTe cuHuil mmpui B NOCyAOMOEYHON MAallIMHE.
m Hukorja He KUIIATUTE CUHUM [ITTIPULL.
Jrtan 4.2: XpaHeHue
XpaHUTe CHHUM WLINPHUIl B YUCTOM M CYXOM MECTE 10 CIEAYIOUIEro Mcroib3oBaHus. Hampuwmep,

XpaHUTEC €TI0 B ITAYUKE.
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XpaHHUTe BJAIU OT IPSIMBIX COJTHEUHBIX JTyUEH.

Ipenynpexnaomas uaHGopmanus:
CuHUH ITIPULL MOKET UCI0JIb30BAThCs 10 14 qHeil.

XpaHuTe cycreHsuto npu temrneparype ue Boie 30 °C.

Ipeaynpexaarwmas uadopmanus:
He 3amopaxuBaiiTe CyCleH3HIO.
I'oToBas cycneH3ust MOKeT XpaHUThCs 10 14 nHel (nata npurotosieHus + 14 nueit).

Xpanute npenapatr Kcapeiaro B HeZ0CTYNIHOM /JIfl 1eTeill MecTe TaK, YTOObI pe0eHOK He MOr
YBU/ETH €ro.

[Tocne mpUroTOBIICHUS] XPAHUTE CYCIICH3UIO B BEPTUKAIBHOM ITOJIOKCHHUH.
5. Yruauzanus

JIr0601i HENCIOIB30BAHHBIN J'IeKapCTBeHHHﬁ nperapar Uk OTXO/Abl JOJI’KHbI OBITE YTUIN3UPOBAHBI
B COOTBCTCTBHH C JIOKAJIbHBIMHA Tpe6OBaHI/I$[MI/I.

45



COOTBETCTBYET 2KC __ EPTHOMY OTUETY

ot 01.07.2025 N= 16253

(NOCNEQCBATENEHOCTE 0003)

HNHcTpykuus mo npuMeHeHHI0

Kcapearo 1 mr/ma

®jakoH 00beMoM 250 mJ, copep:kammid 5,25 r rpaHyJ sk IPUTOTOBJIEHUS CYCIIEH3UHU ISl
npuemMa BHYTPb

JeiicTBy1o111€ee BelleCTBO: pUBAPOKCcAOaH

IIpuroroB/jieHue U NPpUMEHEHHe CYyCIIeH3UN /IJIsl IPUEeMAa BHYTPb (CMech IPaHyJIbI-B0O/1A)
TepMuUHBI M YCJI0BHbIE 0003HAYEHUSI

m ['panynsl: MOpoIIok (TOCTaBIseMbIl BO IaKOHE), COACPIKAIINN JCHCTBYIOIIEE BEIIECTBO.

m [[npun qs Boasr: mmpui; oobemom 100 M, mpuMmensieTcs 11t u3MepeHus u qooasienns 100 mu
BOJBI BO (pr1akoH ¢ rpanyinamu npemapata Kcapenro.

m CycneH3usi: cMech rpaHyJjibl-Boja (A1 IpreMa BHYTPb).

m CUHUH WITPUIL: MITTPHUI] C CHHUM MOPIIHEM, TPUMEHSETCS JIJIsl U3BJICUCHHS U IIEPOPATHLHOTO ITprueMa
npenapata Kcapenro.

OCTOpOXKHO: CM. HHCTPYKLUHIO 10 TPUMEHEHHUIO ISl TOJYyYEeHHsS] BaKHOU
nH(OpMAaILIUY B OTHOIICHUHU NIPEAYNPEXKICHUN U MEP MPEAOCTOPOKHOCTH.

D:i] OOparuTtech K HHCTPYKIMH IO TPUMEHEHHIO.

/-
-_— ~
1IN He nonyckaTh Bo31€lCTBHS COJIHEYHOIO CBETA

bepeus ot Biaru

&I JlaTa M3roTOBICHUS

Wcnons3oBaTh 10
R E F Howmep no karanory

LOT Kox maptun

)
< / TonbKo st IpreMa BHYTPb

Ilepen HayajI0M NpUMeEHEHUS

m BHuMaTenbHO npouTuTe Bee pasaensl MHCTpyKInMy Mo NpuMeHEeHHIo epes] HayaloM TPUMEHEHUS
npenapata Kcapento B nepBblil pas, a Takke nepes NpueMoM KaykJJ0H J103bl.

B YI0CTOBEPHTECH, YTO BBl MOHMMaeTe MHCTPYKIUH, IPEXKIEC YEM HAadaTb. B MpOTHBHOM ciyuae
IIPOKOHCYJIBTUPYUTECH C BamuMm BpayoM.
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m bonee nonpobuyro nadopmanuro no npenapary Kcapenro Nfglllﬂl{ollg%‘n %H& KJIa,H'EIi]lIé'I 3)

Coaepxkumoe ynakoBKH

Ka)KI[aH IMavKa Ipcriapara KC&pCJ’ITO COACPKHUT CICAYIOIINEC KOMIIOHCHTBI:

1 ¢aakon ¢ HaBUHYMBAWIIEHCH KPBIMIKOWH ¢ 3alUTOH OT JeTei,
cojiep Kalluii rpanyiiel npenaparta Kcapenro.

1 mmpuu aJst Boabl 00beMoM 100 MJ1 B MHAUBHUAYAJbHON yIaKOBKe (TOJIBKO
JUTSl OTHOKPATHOTO TPUMEHEHUS)

\\\\\\\\\\\\\\W

npun s BOABI NPUMEHSIETCS Il U3BJIECYEHUSI TOYHOTO KOJIMYECTBA BOBIL,
HE0OXOIUMOM ISl MPUTOTOBIICHUS CyCIIeH3uH TpernapaTa KcapenTo.

1 aganTep 1js p1aKkoHA B HHAUBUAYAJIBHON YIAKOBKE

Apantep BCTaBISETCS B TOPIBIIIKO (IIAKOHA, COIEPIKAIIETro IPaHyJIbl Iperapara
Kcapenro, nocine Toro, kak TO4HOE KOJIMYECTBO BOABI J00OABICHO BO (DIIAKOH.

JlaHHBIN aganTep CIYKUT IS MPUCOCTUHEHUS CHHEro IINpHIa K (IIakoHY,
4T00BI 00eceunTh HAOOP BEPHOI0 KOJNYECTBA CYCIIEH3UHU U3 (pilakoHa B CUHUI
LIIIPULL.

2 CHHHUX IINpPUNA 00beMOM S MJI B HHAUMBHAYAJIbHOH yNAaKOBKe (OJMH B
Ka4yecTBe 3aMacHOro MIPUIa):

OTOT CUHUH HIITPHUI] UCHIOJIB3YCTCA IJIA IpHUEMa IIpeliapara 00BEMOM a0 5 ML

2 cuHuX mmpuna odbemom 10 My B MHAMBHAYAJIBHON ynakoBKe (OAMH B
KayecTBe 3aaCHOr0 IINPHULA):

DTOT CHHUH IIIPHI] UCTIONIb3YETCS AJIs IpUeMa Ipernapara 00beMOM OT 5 MJI 10
10 mur.

Hcnonp3yiiTe moaXonAUIMil CUHUI Mmpul st oTrdopa HEOOXOIUMOro IUis
IpyueMa KOJIU4eCTBa CYCIICH3UU.

HOI[ SAPJBIMKOM Ha CHMHEM HIINPUIEC HAXOAHUTCA KpacCHasi KHOIIKA. DTa KHOIKa
CIIYKUT IJIA (bHKcaHHH HCO6XOI[I/IMOI"0 o0Bema AO3UPOBAHU.

CoxpaHsiiTe sIpJabIMOK Ha MECTE HAa CHHEM IUIpuIe, noka B MHCTpyKuuu 1o
IIPUMEHEHHIO He Oy/IeT CKa3aHo ero yAalIuTh.

1 MHCTPYKIMS MO NPUMEHEHM IO (JaHHbIN TOKYMEHT)

1 NHcTpyKIK 110 IPUMEHEHUIO COAEPKUT ONMCAHUE IIPUTOTOBIICHUS CYyCIICH3HH,
a TaK)Ke HACTPOMKHU U coco0 MPUMEHEHHUS CUHETO IIIPHIIa.

1 TMCTOK-BKJIAABIII

Conepxut BaxkHyto nHpopMaIuio o mpenapare Kcapento.

Ipeaynpexaarmas uadopmanus:

He pacnakoBbIBaiiTe OT/€IbHbIE KOMIIOHEHTHI, TIOKa 00 3TOM He OyJIeT CKa3aHO B MHCTPYKIIMH.
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. . (10 i 113
He npumensiite npenapat Kcapento, ecinm kKakou-To u3 KOMHOEG‘HTO—]LEGE'I %Tlﬁglhlﬂvm B'pemneﬁ

He npumensiiite npenapar KcapenTo nocne 1aTel UCTEUEHUS CPOKAa TFOJAHOCTH, YKa3aHHOM Ha
YIaKOBKe.

IIpenynpexaennst 1 Mepbl NPeI0CTOPOKHOCTH

m lVcnonp3yiiTe TOAbKO HEra3upOBaHHYIO MUTHEBYIO BOJY JIS MPUTOTOBIIEHUS CYCIIEH3UU, YTOOBI
n30exarh 00pa3oBaHUs My3bIPEKOB. JTO 3HAYUT, YTO BBl MOXKETE HCIIONB30BATH:

— CBEXYI0 BOJOIPOBOJIHYIO BOJlY WIH
— HEra3upoBaHHYIO MUHEPAIbHYIO BOJIY

m /1511 nosrydeHusi BEpHOM KOHIIEHTpaluu npenaparta Kcapento oueHb BaxxHO 100aBIsATH BO (prrakoH
K rpaHyJiaM TOYHOE KOJIUYECTBO BO/IbI.

— Wcnonw3yiiTe mmpuil 1yisi BOAbI, 4T0ObI oTMepUTh 100 MII BOJIBI, CMOTPUTE HIKE JJISI TIOJTYICHHS
JIOTIOJTHATEIFHON WH(POPMAITUH.

— OyeHb AKKYpaTHO OTMepﬂﬁTe KOJINYCCTBO BOABI AJIA I[O6aBJ'IeHI/I$I BO (I)J'IaKOH.

m CycIieH31sl MOXKET IIPUMEHSATHCS B TeueHHe 14 qHel nocie NpuroToBIEHUS IPU YCIOBUM XPaHEHUS
IIPY KOMHATHOM TeMIIEpaType.

OO0s3aTenbHO BIUIIMTE ATy MCTEUYEHUS CPOKa TOJHOCTH CYCIIEH3WH (JaTra MpUroToBjIeHUs + 14
JIHEH) B clielIMalIbHOE TI0JIe Ha 3TUKETKE (JIaKOHA.

m He xpanure cycnensuto mpu temmneparype Boitie 30 °C. He 3amopakuBaiite.

Ecnu cycneHsus XpaHuiach B XOJIOAMJIbHHMKE, HEOOXOAMMO JaTh €l Harperbcs 10 KOMHATHOU
TEMIIEPATYPBbI, IPEXKJIEC YEM U3BJIEYb HA3HAUEHHYIO J03Y.

m BerpsxuBaiite CyClieH3MIO U IIEPBOHAYAIBLHOM IIPUTOTOBIICHUU He MeHee 60 CeKyHI.
m Berpsxusaiite cycniensuio Bo (priakoHe He meHee 10 cekyH niepes] KaXX/IbIM IPUMEHEHUEM.
m O4eHb BaKHO IPUHUMATh Ha3HAUYEHHYIO 103y npenaparta Kcapenro.

— VYbenutech, uTo Bbl 3HaeTe Ha3HAYEHHYIO /103y M 4acToTy mnpuema. IIpokoHCynpTHUpyHTECH C
BpauoM mwin ¢papMareBToM, eciii Bbl He 3HaeTe Ha3HAUEHHYIO 03y U 4aCTOTY.

— AKKypaTHO HaroJIHUTE CUHUH IIIPUI] B COOTBETCTBUU C HA3HAYEHHBIM 00HEMOM.

— Ocy1ecTBUTE IpUEM Ha3HAYEHHOW J103bl, UCIIONIB3Ys cMHUM mmpul. CienyiTe yKka3aHUusAM Bpada
0 TOM, CKOJIBKO Pa3 B JICHb HY’KHO IPUHUMATh Ha3HAYEHHYIO J103Y.

- HpOBepLTe CHUHHI Impu Ha HAJIWMYHUC ITY3BIPEKOB BO31yXa MEPEA IPUEMOM CYCIICH3HUU BHYTPb.

m Ecnmu Bam peGeHok HEOJHOKpAaTHO HE NPUHUMAET BCIHO TpeOyeMyro 103y WJIH YaCTUYHO
BBHITUIEBBIBAET €€, TO3BOHUTE JieualieMy Bpauy Barero pebeHka isl anbHEHIINX HHCTPYKIIHA.

m Mexay npueMaMu /103 XpaHUTe CyCIIEH3HIO B HEJOCTYITHOM JIJISl IeTeil MecTe Tak, YToObl peOeHOK
HE MOT YBHJIETH €€.

m XpaHUTE MHCTPYKLHUIO MO MPUMEHEHUIO TaKUM 00pa3oM, yToObl Bbl Moriu oOpaTtutbes K Hel
MO37JHEE BO BpeMsl IpUMeHEHU npenapara Kcapenro.

IIpumenenne npenapara Kcapesaro
m [Ipenapat Kcapento B Buae cycneH3nn npegHa3HaueH TOJbKO I IPUEMa BHYTPb.

m O0BeM U yacToTa npuMeHeHus npemnapara Kcapenro 3aBucst ot Beca Bamero pebenka, moaTomy
OyayT MEHATbCS cO BpeMeHeM, eciii Bam pebenok Oynet nmomydats npenapat KcapenTto B TeueHue
JUIUTEIBHOTO MEPHOJia BpEMEHHU.

— Bpau Bamero peGenka coo6muT Bam BepHbIit 00beM /10351 U YaCTOTY IPUMEHEHHS.
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— Bceeraa ucnonb3yiite 00beM, Ha3HauUCHHBIN BpauoMm Bamero peGenka, u yoenurech, 4To BepHas
JO3UPOBKA JUIsl IPHEMa BIIMCAHA B CIELUAJIBHOE 110JI€ HA BHEIIHEW CTOPOHE KAPTOHHOM MAaYKH.

Ecnu nannas nadopManys He BIIMCaHa B 1OJIE, TIOMPOCUTE Bpada Bamero pebenka wiu gpapmarieBra
MIPEI0CTaBUTh COOTBETCTBYIOLIYIO HH(POPMAIIHIO.

m Crenyiite moapoOHON HHCTPYKIUH 110 IPUMEHEHHIO, KaK OMMCAHO B MOCIEAYIONUX Pa3ieiax.

m O0s3arenbHO coOII0AalTe MHCTPYKIMH KacaTeJIbHO IIpUeMa:

IMpuem

Bpemst npuema IIpome:KyTOK BpeMeHH MexKIAy
npueMamMu

OJIMH pa3 B JICHb

BO BPEMsA KOPMIICHHS WK | C MHTCPBAJIIOM OKOJIO 24 qacoB

JIBa pa3a B JICHb

IIpueMma nmuimu
p = C MHTEPBAJIOM 0K0J10 12 yacoB

TpH pasa B IcHb

C HHTCPBAJIOM OKOJIO 8 yacoB

1. IIpuroroB/enne cycneH3uu Uil NpUueMa BHYTPb

Jrtamn 1.1: IloaroroBka K NPUroTOBJICHUIO CYCIIEH3UM VISl IPUEMA BHYTPb

[IpuroroBnenue CyCeH3UH BBIITOIHAETCS OJHUH pa3 ¢ KaKJI0M HOBOM YITAKOBKOM.

Hepez[ IMPUTOTOBJICHUEM CYCIICH3UU:

a. TmarenbHO BEIMOWTE PYKH C MBUIOM U BBICYIINTE UX.

b. [IpoBepsTe AaTy MCTEUEHHS CPOKA TOJHOCTH Ha YITaKOBKE.

He I/ICHOJ'IB3YI7ITC npemnapar ¢ HCTCKIKUM CPOKOM I'OAHOCTHU.

c. [ToaroToBbTE ClEMyIONIME JOTIOTHUTEIbHBIE CPECTBA!
m EmMkocTh, comepikantyro He meHee 150 mut BoJbI:

— HCHOJIb3YHTE CBEXYIO BOJONPOBOJHYIO BOJY WJINM HETA3UMPOBAHHYIO
MUHEpAJIbHYIO BONY;

— BOJa JOJIXKHa OBITH KOMHATHOM TEMIICPATYPhL.

m CandeTKky A7 BIUTHIBAHUS JIMIITHEH BOJIBI.

Jrtam 1.2: 3a00p He00X0AUMOr0 00beMa BOAbI

Hcnonw3yiiTe TONBKO HOBBIE MaTepuaibl U3 HOBOW YITAKOBKM KaXKIbli pa3, korga Bel HaunHaere

HOBYIO YIIaKOBKY.

a. Pacmaky¥ite mimpuir st BOJIBI.
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b. Horpysme OTBCPCTHUC HINIpULA I BOABI B CMKOCTE C BOAOM:
. HaGepure B mmpwui; o6sem 6osee 100 M.

,Z[J'Iﬂ OTOr'0 IMOTAHUTE IITOK IMOPIHHA Ha ceba u Y6CI[I/ITCCB, 4YTO OTBEPCTHUC
mmpuna [y BOAblI BCC BPEMA OCTACTCA IMNOIPYKCHHBIM B BOIY. 9T0
IIOMOJKET N30eKaTh 06p330BaHI/I$I ITY3BIPEKOB BO3J1yXa B IOITPHUIIC.

d. M3BnekuTte mWmnpuiy U3 BOJIbI.

e. [ToBepuuTe mmpuIl TaK, 4ToObI OTBEPCTHE OBLJIO HAIIPABIIEHO BBEPX.
> JIroOble mMy3bIppKH BO3AyXa MOJHUMYTCS HAaBEpX, €CIU JAEP)KaTh
LIIIPUIL] BBEPX.

[Toctyunte Mo HEMY HaNbIIAMU, YTOOBI IEPEMECTUTH ITY3BIPHKU BO3TyXa
BBEpX.

f. HaxumaiiTe Ha INTOK TMOPIIHS, IMOKAa BEPXHEE KOJBIO IMOPIIHS HE
nocturuet otMeTkyd 100 mut.

> [Ipy HaxxaTuW Ha TOPILIEHb W3 KOHYMKA IIIMPHUIA MOXET BHITCYb
BOJIa. DTH U3JIMIIKHA BOJIBI MOXKHO cOOpaTh calipeTKOM.

mi~ o Tpenynpexaaomas HHGOPMALHS:
——1
le BepxHee K0JIb110 4epHOTO MOPIIHS A0JIKHO HAXOAUTHCS TOYHO HA OTHOM
| /‘\\ym,l/ JIMHMHU ¢ 0TMeTKOo# 100 MJ1 /1 JOCTHXKEHUS MTPAaBUIILHON KOHILIEHTPAIUU
N |
i CYCII€H3HH.

9. IlpomomxkaiiTe nepkaTh IWINIPHUIl JUIsI BOJIBI OTBEPCTUEM BBEPX H
BHUMATEJIbHO POBEPHTE BOAY, HAOPAHHYIO B ILIIPHUILL:

N Ha NPaBUIBLHOCTh 00BEMA,
B Ha HaJM4Me My3bIPHKOB BO3/1yXa.

MareHbKHe My3bIPhKH BO3JlyXa HEKPUTHYHBI, HO OOJBIINE ITy3BIPHKH BO3IyXa
KpuTH4Hbl. CMOTpUTE HIDKE Oojiee OeTaibHOE OOBSACHEHHWE TOro, YTO CIEAyeT
JIeNIaTh.

h. Ecan IOIMPUIl HAIIOJHCH HENMPABUJIBHO MUJH COACPKUT CIMIIKOM
MHOTI'0 BO31yXxa:

m OmyCTOmMTE MITIPHUIL JJIS BOJIBI.

m [ToBTOpuTE MIaru ¢ b. mo h.

Jrtan 1.3: /lo6aBJjieHne BOAbI K IPaHyJIaM
a. Eciii rpaHyJibl BO (pJ1aKOHE BBITVISAAT CKOMKOBABIIMMUCS:
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m Ciierka nmoctyunte (prakOHOMTToPyKE:
m ByabTe 0cTOPOIKHBI, TOCKONBKY (PIIAaKOH CIETIaH U3 CTEKIIA.

b. OtBuHTHTE OT (hiTaKOHA KPBIIIKY C 3aIIUTON OT JeTei (Ha)KMHUTE BHU3
U IOBEPHUTE MPOTHUB YACOBOU CTPEIIKN).

C. IlomecTuTe 3amoiMHEHHBIA IINPUIl JJISI BOJLI HAa BEPXHHUH Kpai
TOpJIBIIIKA (JIAKOHA.

d. Kpemnko gepskute (aakoH.
€. MenieHHO Ha)KMUTE Ha IITOK ITOPILIHS.
Becb 00beM BO/BI 10J17KEH OBITH NepeHeceH BO JIaKOH.

f. YTunusupyiite mmpuil 1st BOAbI BMECTE ¢ OBITOBBIMH OTXOIaMHU.

Jrtan 1.4: YcTaHoBKa ajantepa U CMelIUBAHME KOMIIOHEHTOB /IJISl OJIy4YeHUsl CyCleH3UHu 1151
npuemMa BHYTpPb

AnaHTep npeaHasHa4YCH AJIA HAIIOJIHCHHA CHHCI'O HIITPpHIa CYCHGHSI/ICI‘/'I.

j

a. Pacnakyiite aganTep /s akoHa.

b. Bcrasbre aZlallTep MOJIHOCTBIO B TOPJIBIIIKO (bJ'IaKOHa.

C. [InoTtHo 3akpoiiTe Gh1akoH HABUHYMBAIOIICHCS KPBIIIKOM.

d. OcTopo:kHO BCTpsixuBaliTe (PJIaKOH B TeueHHE He MeHee 60 CeKyHI.
> OT0 Heo0XOoIUMO UId TOJY4YEHHUS XOpOIIO IepeMellaHHON
CYCIIEH3HH.

51



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 01.07.2025 N= 16253

(NOCNEQCBATENEHOCTE 0003)

)//;: D) e. HpOBepBTe, THIATCIIBHO JIT TICpCMCHTaHa CYyCITCHSITLT:
;_,,7\% B HET KOMKOB,
- H HET OcajJka.

— E>

_J

Hpenynpexnaomas uagopmanus:

Cycnensus He JOJIKHA COACpPXKaTb KAKHX-JIM00 KOMKOB MJIM OCaJKa,
9YTOOBI rapaHTHPOBATH MPABMIBHOCTD J03bI.

f. Ipu HATMYHUKM KOMKOB HJIM 0caaKa rmopropute maru ¢ d. mo .
> Korzma He OCTanoch KOMKOB HJIM OCaaKa, CYCIICH3Hs T'OTOBa K
PUMEHEHHUIO.

He no6aBasiite 6os1b11e BoAbI BO (p1aKoH.

CpOK TOJTHOCTHU CyClieH3UH 14 qHen.

g. Hammmure Aary HUCTCUCHHUA CpOKa TOJHOCTH TOJIBKO 4YTO
HpHFOTOBJ’IGHHOfI CYCIICH3UU HA 9TUKCTKE (bHaKOHa.

JaTa npuroroBiienus + 14 qneii.

[IpuBeIeHHBIN PUCYHOK SIBJIAETCS JIUIIB IPUMEPOM.

2. @DuKcanusa HA3HAYEHHOI 103bI JIs1 Ka)KI0T0 HOBOT'0 CMHEr o IImpuua

I[J'[ﬂ npeaorBpamecHusi NepeaIo3upoBKu UJaIn HeJ0CTATOYHOM A03UPOBKHU H606XOI[]/IMO TOYHOC
A03UPOBAHME CYCIICH3UH.

Ilepen Tem, kak Bel Bo3pMeTe mepByo 103y U3 (UIakOHA, IpUiIaraéMbli CHHUH MIpUI] HEOOXOJUMO
HACTPOMUTh B COOTBETCTBUH C JI03UPOBKOM, Ha3HAYEHHOW BpauoM Bariero pebenka. 9ta nndopmanus
MOJKET OBbITh HaliJleHa B COOTBETCTBYIOIIEH 00sacTH KapTOHHOM nmauku. Ecnu nannas unpopmanus
He ObLIa BIIMCAHA, TIOCOBETYUTECH C BpauoM Barero pedbenka uin ¢papmareBToMm.

[Tocne ycTaHOBKM 03Bl OIMH U TOT K€ CUHUH IIIPUL MOXKET UCITOIB30BATHCS I KAXKA0T0 IIpueMa
u3 ¢urakoHa ¢ CyCIreH3uel, MPUroTOBICHHOM Ha JTare 1.

Kak T01bK0 1032 32()MKCHPOBAHA HA CMHEM IIIIPHIE, OHA HEe MOXKET OBITH H3MEHEHA.
Jrtamn 2.1: Bbi0op moaxoasiiero CHHero mmpuia
OTa ynakoBKa COJIEP>KUT JO3UPYIOIIUE YCTPOUCTBA pa3HOro o0bemMa:
CHHUH mmpul o0beMOM 5 MJI [J1s 03 cycrieH3uu oT 1 Mu1 10 5 mu
cuHMii mmpuy oosemMoM 10 mur 1715 103 cycrnieH3uu ot S Mt a0 10 ma

a. BriOepute mogxomsuuii CHHUM IIMPHUI] HA OCHOBAaHWHW JO3bI, HA3HaYE€HHOW Bpauom Bamiero
pebeHka.

Jlpyrue cuHue MNpUIbl HE HYKHBI.
b. Pacnakyiite cunmii mmpui.
IIpumeyanue:

He ypansiite 0OTKIeHBAIOMIUICA SIPJIBIYOK, TOKA 00 3TOM He OyaeT CKa3aHO B MHCTPYKIMH 10
NPUMEHEeHHUIO.

CuHMil IWIpULl UMEeT KPACHYI0 KHONIKY JJIs (puKkcaruu oobema. M3HauabHO 3Ta KHOMKA MOKPHITa
OTKJIEHBAIOIIUMCS SPIIBIYKOM.
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[Ipu HakaTHM KpacHOW KHOMKHU (DPUKCUPYETCS HEOOXQAMMBIN '&')'TleM-I E]‘H' I '?éT gllgtlwl_l)'ﬁéng :t':)llle’ﬁéfi"},

TOJIBKO 01MH pa3. He HaXMMalTe KPAaCHYI0O KHOIIKY, ITOKa 00 3TOM He Oy/IeT CKa3aHO B HHCTPYKIMU
10 IPUMEHEHHUIO.

[Tocne HaXkaTHs HA KPACHYI0 KHOIIKY H3MEHUTHh 00beM OYJIET HEBO3MOXKHO.

Jran 2.2: @ukcanus HA3HAYEHHOH 103bl HA HOBOM CHMHEM IINpPHIIe

CunMil WIpuI uMeeT MmKaty (Mi).

[Ikana cunrero mmpuia oobemMoM 5 vt HaunHaerces ¢ 1 mut. [ar mexnay neneHusimu paseH 0,2 M.

[Ikana cunero mmpuia oobemom 10 M HaunHaeTcs ¢ 2 mut. [llar mexay aenenusMu pasex 0,5 M.

a. Ilocmorpure 103y, yKasaHHYI0 B COOTBETCTBYIOIIEM IIOJIE Ha
BHEIIHEW CTOPOHE KAPTOHHOM MMaYKH.

IIpumeyanue:

Wcnonp3yiite cunuii mmpui, odobemMom 10 Mt 1yl Ha3HAYCHHBIX 03
6oxee 10 M1 o creyroiel cxeme:

Jo3za 15 mi: 2 X 7,5 M1 (CUHUI LITTPULL)

Jlo3a 20 mi: 2 X 10 M1 (CHHUI 1IITpUIT)
b. Eciiu undopManusi 0TCyTCTBYET:
ITonpocute Bamero Bpaua unu gapmarieBra ee npe1ocTaBUTh.

C. JlepKuTe CMHUH LINIPULL OTBEPCTUEM BBEPX.

d. MenJjileHHO TOTSHUTE INTOK IOPINHS, MMOKA BEPXHHUU Kpall He
JIOCTUTHET OTMETKH 00beMa, KOTOPBIA HYKHO IPUHUMATD.

> [Ipu nBMKEeHUU ITOKA MOPILIHA Bl MOXKETE yCbIIIATh MIETYOK
Ha Ka)/I0M Il1are yCTaHOBKU o0beMa.

e _\ [Ipexynpexnarmomas nagopmanus:

Bepxuuii kpail MOpIIHA J0JAKeH ObITh TOYHO HA OJHOH JHMHHM C
MpaBWJIbHON OTMETKOI 00beMa, KOTOPBIN HY>KHO IPUHUMATb.

[IpuBeneHHBII PUCYHOK SBIISETCS TUIIH TpUMepoM. Bair o0bem MoskeT
OBITH UHBIM.

ByabTe 0cTOPOKHBI, He BHITATMBANWTE MOPIIEHD 3a Mpeaesibl 00beMa,
KOTOPBIM HYKHO IPUHUMATh.

byabTe 0CTOpOKHBI, HE HAXXUMAWTE Ha SPJIBIYOK, KOTJa TAHETE 3a
MOPILEHbB.
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a e. IlloaHocTLIO YAAIUTE APJIBTOKC CHHCTO TITpuiia:
> Teneps Bbl MOkeTe BUAECTh KPACHYI0 KHOIIKY JUISl YCTAHOBKHU
o0BeMa.

f. Eme pa3 npoBepbTe MOJIOKEHUE MOPIIHS. Y O0SIUTECh, UTO BEPXHHUN
Kpall MOpPIIHA HaXOAWTCA TOYHO HA OJHOM JIMHUU C IPaBUIBHON
OTMETKOI 00beMa, KOTOPBIM HY>KHO IPUHUMATh.

g. Eciin mos1o:keHHe CHHETO MOPIIHS He COOTBETCTBYET TpedyeMoMy
o0bemy:

OTtperynupyiTe ero COOTBETCTBYIOLIUM 00pa3oM.

h. Eciau mosokeHHe CHHEro MOPIIHS COOTBETCTBYET TpeOyeMoMy
00beMy, HAXKMUTE KPACHYK) KHOIKY JUIS (DUKCAI[MH YCTaHOBICHHOIO
o0BeMa.

> Tenepb HeoOxoaMMas 1032 YCTaHOBJICHA.
> IIpn Ha)XaTUM KPaCHOM KHOIIKY ITPO3BYYMT €IIE OAMH IIETYOK.
> [Tocne sToro memnykoB OosiblIe HE OyIeT.

Hpenynpexnawmas uHGopManus:

Ecnu Bei 3aMetnm, uTo Oblia BeIOpaHa HENMpaBHIIbHAS J103a (KpacHas
KHOIKa Obljla Ha)kaTa, KOrJa MOPIIEHb HAXOAWIICS B HEMPABHIBHOM
TOJIOXKEHUH ), UCTIONIb3YUTE MOAXOSAIINI 3a11aCHON CUHUM IITPUIL.

HOBTOpI/ITe mard ¢ a. o h. JJIA HOBOI'O CMHECTO HIITPHIIA.

I. BaaBuTe nopiieHp B CHHUIA MIIPUI] KAK MOYKHO TITy0xKe.

Tenepb CHHHUIM Impu MOXXHO HCIIOJIb30BATh.

3. IIpuem cycnensun
CaenyiiTe nelicTBUAM, ONHUCAHHBIM HH:Ke, IPH KAXKIOM NpHeMe.

Jrtan 3.1: BerpaxuBaHue CyClieH3MH VI IPpHeMa BHYTPb

Hpeaynpe:xnawmas uHGopmManus:

I[aﬁTe CYCIICH3HUU HArpeThCs 10 KOMHAaTHOM TEMIICPATYPHI, €CJIX OHA XPAaHUJIACh B XOJIOAUJIBHUKCE.

a. OcTopoxkHo BcTpsixuBanTe (iiakoH B TeueHre He MeHee 10 cekyHI
repe MpUEeMOM KaxK10M JO3bI.

> DTO0 HEOOXOIMMO HJisi TIONYYEHHsS] XOPOIIO TepeMelIaHHON
CYCIIEH3HH.

54



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.07.2025 N= 16253

(NMOCNEOOBATENEHOCTE 0003)

b. HpOBepBTe, THIATCIIBHO JTU TICpeMCHIaHa CYCTICH3TET, TO CCTh:
B HCT KOMKOB,

B HET OoCaakKa.

—— §> C. Ilpy HAJIMYUHM KOMKOB WJIH 0CAJAKAa:

‘ 3
L_J IToBropuTe maru a. u b.

d. BerpsixuBaHue MOKET MPUBECTH K 00Pa30BaHMIO TICHBI.

Jlaiite QyiakoHy OTCTOSTHCS IO PACTBOPEHHUS MIEHBI.

e. OTBUHTHUTE KpBIIIKY (DJIaKoOHa, HO OCTaBbTE aanTep Ha TOPJIBIIIKE
¢brakona.

IIpumeyanue:

bonpmee OTBCPCTHUC HaA aJalTCPC HUCIHOJB3YCTCA MJIA NPUCOCIUHCHUA
CHUHCTO LIIIpHIIA.

Ha noBepxHocTu ananrtepa He JOKHO ObITh JKUJKOCTH.

f. Ecin Ha ajganTepe ecTh KaKasi-TM00 )KHIKOCTh:
VY panurte )KUIKOCTh C IOMOIIBIO YUCTOH canderku.

Oran 3.2: U3Bieyenne He00X0UMOM 10351

a. Jlepxure ¢(rakoH B BepTUKATBLHOM MOJ0XkeHUH. IloJHOCTBIO
BCTaBbTE KOHYMK CHHETO LINpHUIIa B OOJIBIIOE OTBEPCTHUE afanTepa.

b. ITepeBepuuTe (h1aKOH BBEPX THOM.

C. MenieHHO BBITATMBANTE IITOK CHHErO MOPIIHS, [OKA OH HE
OCTAHOBHTCS (T.€. TOKA OH HE JIOCTUTHET YCTAHOBJIECHHOM J10351).
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d. THlaTeJ'IBHO IMPOBEPHTE CHU TYTiL OTTPUIT Ha HATM9nC BO3 Ay Xa.

HeGounbmme my3sIpbKH BO3yXa HE KPUTHYHBI.

e. Ecan NPUCYTCTBYIOT 00JIbILINE MYy3bIPbKH BO3AYyXa:

m Bepnure cycrnieH3uo Bo (1akoH, BXKaB IITOK MMOPITHS B CHHUN IITTPHII
KaK MO>XHO TTyOxKe.

m [loBTopuTe maru ¢ b. o e.

f. Bepuute ¢uiakoH B BEpTHKAIbHOE MOJI0KEHHE.

0. OCTOPOKHO M3BJIEKUTE CUHUH LLIIPUILL U3 aJanTepa.
h. Jlep>xuTe CHHUI MINPHILL BEPTHKAIBHO U TIPOBEPHTE:
B 4YTO KOHYHMK LIIIPHIIA 3aII0JIHEH

m uTo ObLIa HaOpaHa BEpHas 1032 B CHHUH IITIPHULL

B 4TO OOJIBIIIKE IMY3BIPBKU BO3JJyXa OTCYTCTBYIOT.

i. Ecom NPUCYTCTBYIOT 0oJbIIME MY3bIPbKH BO3AyXa HWJ/IH €CThb
BO31yX B KOHYMKE IIIpHIA.

m CHOBa MOJHOCTHIO BCTABHTE KOHYUK CHHETO mmpuyia B OonbIIoe
OTBCPCTUC aJallTCpa.

m BepHuTe cycnensuio Bo (h1akoH, B)KaB IITOK MOPUIHS B CHHUN ITPHUIL
KaK MOKHO TTyOxe.

m [loBropsiite maru ¢ b. mo h. 1o Tex mop, moka OoJIbIINE My3bIPHKU
BO3/IyXa HE MEePEeCTaHyT ObITh BUIHBI.

J. 3akpoiite ¢G1akOH HABUHYUBAIOMICHCS KPBIIIKOM.

Ocy1ecTBUTe MpHEM CYCIIEH3UH He3aMeIITUTENBHO MOCIIe HAIOTHEHUS
cuHero mmpuia (tam 3.3).
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a. [TomectuTe CHHMIA IIIPULL B POT MALIUEHTA.

b. HanpaBbTe €ro KOHYMK B MICKY IJIA o0OecIieyeHnsl €CTECTBEHHOTO
TJI0TaHus.

C. MemieHHO Ha)XMUTE Ha IITOK IOPLIHS, IIOKA IOPLIEHb HE
OCTAHOBUTCS (CUHUH IIIPUI] IOJTHOCTBIO IIYCT).

d. Yoeaurech, 4TO MalMEHT IPOTTIOTHII BCIO 03Y.

Hpenynpexnaomas uaHGopmanus:
IManueHT 10/15KeH MPOTJIOTHTH BCIO 103y NMpenapara.

Ecan manueHT HEOJHOKPATHO IIPOIVIATBHIBAET JO3Y HE IIOJHOCTBIO WUIIU
y HEro NpOMCXOAUT PBOTA, IPOKOHCYJIbTUPYHTECH ¢ Bammm Bpauom
JUTSL TIOJTyYEHHMS] TAJIbHENIINX UHCTPYKIIAM.

€. Hpe,[[J'IO)KI/ITe MalUCHTY BBIIIUTH OAHY TUIIMYHYIO ITOPUHUIO JKUIAKOCTH.

m /[ myazeHna B Bo3pacte 6 MecsIeB, HAIPUMEP, 3TO MOXKET OBITh
20 mu1.

m Taxoke 3TO MOJKET OBITh KOPMJICHHUC I'PYAbLO.

m /{151 mopocTka 310 MOKeT OBITh 00BheM 10 240 Mt

4. Ouncrka U XpaHeHHe

Heo0x0auMo0 0YHCTHTH CHHH IIMPHII MOCJIE KAXKI0T0 NMPUMeHEeHHUs.

CrnenyiiTe MHCTPYKIIUSIM HIDKE JIJIST OYMCTKU yCTpoicTBa. B 001el cioskHOCTH HEOOXOIUMO TPH
UK A7 o0ecrieueHus Haaexaniei OUuCTKY.

9rtan 4.1: Ouncrka

[Ipexxne uyem Bbl Haunere, Bam HeoOxomumo crienyromiee JUist
BBITIONTHEHUS dTamna 4.1:

m Bo3bmure aBe eMkocTH (Hanmpumep, Yallky Wik MUCKY)
— OJJHY EMKOCTb HalOJHHUTE MUTHEBOU BOJOH,

— IPYTYI0 €MKOCTh OCTABbTE ITYCTOM.

a. [lorpy3uTe KOHUMK CHHETO MINPHUIA B EMKOCTh C BOJIOM.

b. HabGepure Boxy /10 yropa ITOKa MOPIIHS.
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C. OHYCTOI_HI/ITG CUHUH MIMPpUE B TTOATOTOBICHAYIO TTYCT YO CMKOCTE.

d. IToBTrOpHTE 11ary ¢ a. 1Mo C. emié ABa pasa.
e. [locne ounCTKH HAXKMUTE HA IITOK MOPIIHA 10 yIIOpa.

f. BeicymiTe BHEHIHIOI MOBEPXHOCTH MIMPHUIA C MOMOIIBIO YHUCTOM
canderku.

IIpexynpexnawias uadopmanmus:
m He MoliTe cunuii mmpuil B 10CyA0OMOEYHOM MallluHe.
m Hukorja He KUIIATUTE CUHUI LITIPULI.
Jran 4.2: XpaHeHue

XpaHUTe CUHUI LIIPUIl B YUCTOM U CYXOM MECTE JI0 CIEAYIoILero ucrnoib3oBanus. Hampumep,
XpaHUTE ero B Mmayke, B KoTopoii Bam 06w Beigan npemnapat Kcapenro.

XpaHuTe BIAIM OT IPSAMBIX COJIHEUHBIX JIy4eH.

Ipeaynpexnawimas uadopmanmusi:
CHHMII IIITPUIL MOKET HCIO0JIb30BATHCA 10 14 THel.

XpaHuTte cycrieH3uto npu Temreparype ue Boie 30 °C.

IIpenynpe:xaaomas nadpopmanus:
He 3amopakuBaiiTe CyCIICH3HUIO.
I'oToBas cycneH3ust MOKeT XpaHUThCS 10 14 nHel (naTa npurotosienus + 14 gueit).

Xpanute npenapar KcapenTo B HeIOCTYIIHOM [JIsl AeTell MeCTe TaK, YTOObI pe0EHOK He MOr
yYBH/JETh €ro.

[Tocne mpUroTOBICHUS XPAHUTE CYCIIEH3UIO B BEPTUKATHLHOM IOJIOKEHUU.
5. Yruauzanus

JIx0001i HEUCITOIL30BaHHBIN HeKapCTBeHHLIﬁ npenapaTt Uin OTXO0AbI JOJI?KHBL OBITh YTUIU3UPOBAHBI
B COOTBCTCTBHH C JIOKAJIbHBIMHA Tpe6OBaHI/I$IMI/I.
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