COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.05.2025 N2 12372

(NOCNEOOBATENBLHOCTL 0009)

OBIIAS XAPAKTEPUCTUKA JEKAPCTBEHHOT O TIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

I'EMTPAHUKC, 50 mr/mi, pacTBOp IUIsi BHYTPUBEHHOT'O BBEICHUS
I'EMTPAHUKC, 100 mr/min, pacTBOp JiJIsi BHYTPUBEHHOTO BBEICHHS

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB

I[CflCTBYIOHICC BCIICCTBO: TPAHECKCaMOBas KHCJIOTa.

T'EMTPAHUKC, 50 Mr/mi, pacTBOp /i1l BHYTPUBEHHOTO BBEJICHUS

Kasx b1t M1 pacTBOpa /J11 BHYTPUBEHHOTO BBEICHUS COACPKUT 50 MI' TpaHEKCaMOBOM KHUCIIOTHI
(B mepecueTe Ha CyXOe BEIIECTBO).

Kaxnas ammyna 5 mu comepkut 250 Mr TpaHeKkcaMoOBO#M KHCIOTHI (B Iepecuere Ha Cyxoe
BEI[ECTBO).

TEMTPAHUKC, 100 mr/mi, pacTBOp JUisi BHYTPUBEHHOTO BBEJICHHS

Kaxapiii Mi1 pacTBOpa I BHYTPUBEHHOTO BBeIeHUs COAepKUT 100 MT TpaHEKCaMOBOM KUCIIOTHI
(B mepecueTe Ha CyXO€ BEIIECTBO).

Kaxnas ammyna 5 mia comepxkut 500 Mr TpaHekcaMOBOM KHMCIIOTHI (B IEpecueTe Ha CyXxoe
BEIIECTBO).

[TonHBIH TepedeHb BCIIOMOTaTENIbHBIX BEIICCTB MPUBEICH B pasjerne 6.1

3. JEKAPCTBEHHAS ®OPMA

PacTBOp AJ1s1 BHYTPUBEHHOTO BBEJCHHS.
[Ipo3paunblii OECIIBETHBIN pacTBOP.

4. KIMHUYECKHUE JJAHHBIE
4.1 Tloka3aHusl K IPUMEHEHUIO

I'EMTPAHMUKC noka3aH kK IpUMEHEHUIO y B3pOCIIbIX U AeTel oT 1 roaa.
[Ipopunaktuka ¥ J€YeHHE KPOBOTEUEHMH TPU CHUCTEMHBIX M JIOKAJIbHBIX HapyLICHUAX
¢bubpuHOIM3a, BKITIOYAs:

—  MEHOpparu U MeTpopparuy;

—  JKeIyJIOYHO-KHUIIEYHbIE KPOBOTECUCHHUS,

—  KPOBOTEYEHHs IIOCIIE XMPYPrMUECKHX BMEIIATEIbCTB HA IPEACTATENBHON JKelIe3e U
MOUEBBIBOJIALINX MYTSX;

—  KpPOBOTEYEHHs IPHU OINEPATHBHBIX BMEIIATEIBCTBAX B IOJIOCTHM HOCA, pTa M IJIOTKU
(aI€HOUIPKTOMMUS], TOH3WIIKTOMUS, IKCTPAKIIHS 3y0a);

—  KpOBOTEYEHHUS NPU TOpAKAIbHBIX, a0JOMUHAIBHBIX M HMHBIX OOIIMPHBIX ONEPATHBHBIX
BMENIATeNbCTBAX (B T. Y. IPU KapAUOXUPYPIHUECKUX OINEpalHsIX);

—  aKyIIEepPCKO-THHEKOJIOTMYECKHEe  KpoBOTE€YeHHs (B T.Y.  KPOBOTEUCHHMS  IpH
TMHEKOJIOTHYECKUX ONEPAaTUBHBIX BMEIIATENbCTBAX );

—  KpOBOTEYEHUS, BBI3BaHHBIE TPUMEHEHHEM (PUOPUHOTUTUYECKHUX JIEKApCTBEHHBIX CPEJICTB.
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4.2 Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHeHMs

PexxuM o3upoBanus

B3pocnvie nayuenmut

MeHopparuu u MeTpopparuu, KeayA04Ho-KuleyHbie kKpoBoteueHus: S00 Mr 2-3 paza B CyTKH C
MOMEHTA Pa3BUTHUSI KPOBOTEUEHHUS 1O €0 OCTAHOBKH.

JleueHne KpOBOTEUEHHH IOCIE XUPYPrMUECKUX BMEIIATENIbCTB Ha IMPeJCTaTeIbHON jKele3e U
MoueBbIBOAAIMX IyTsAx: 1000 mr 3 paza B CyTKHM ¢ MOMEHTa pa3BUTHUSI KPOBOTEUEHUS 10 €0
OCTaHOBKH.

[TpoduiakTuka u JiedeHue KPOBOTSUSHHI TPU ONEPATUBHBIX BMEIIATEIbCTBAX B MOJIOCTU HOCA,
pra u rnotku: 10-15 Mr/kr Maccel Tena Kax/ple 6-8 4acoB 10 OCTAaHOBKU KPOBOTEUEHHUS.
[TpoduiakTuka 1 Je4eHNue KPOBOTEUEHUH MPH TOPAKAIbHBIX, a0 JOMUHAIBHBIX U MHBIX OOIBIINX
ONEPAaTUBHBIX BMeIIaTeNbCcTBaX: 15 MI/Kr Mmacchl Tenma Kaxzaple 6-8 4acoB 10 OCTaHOBKH
KPOBOTEUYEHHMS.

[TpoduiakTuka u geyeHre KPOBOTEUEHUH MPU KapIUOXUPYPIUYECKUX ONEpaLUsiX: Harpy304Has
no3a 15 Mr/kr mocie WHAYKIUM aHECTE3MH [0 Hadala OMEpPaTUBHOTO BMEIIATEIbCTBA, 3aTEM
BHYTPHUBEHHAs MH(Y3HUs CO CKOPOCThIO 4,5 MI/KIr/yac B Te€UEHUE BCEH onepalun; peKOMEeH1yeTcs
BBECTH TPAHEKCAMOBYIO KUCIIOTY B 03¢ 0,6 MI/KT B arnmapaT HCKYCCTBEHHOTO KPOBOOOPAIICHHUS.
JleueHne aKyIIEPCKO-TMHEKOJIOTMYECKUX KPOBOTEUEHMH (BKJIOYash KPOBOTEUYEHUS IIpU
THHEKOJIOTMYECKHX OTIEPaTUBHBIX BMENIATENbCTBAX): 15 MI/KT Macchl Tena Kaxple 6-8 4acoB ¢
MOMEHTA Pa3BUTHsI KPOBOTEUEHHS 10 €r0 OCTAHOBKHU.

JleyeHne KpOBOTEYEHMH, BBI3BAaHHBIX NPUMEHEHUEM (PHOPUHOIUTHYECKUX JIEKAPCTBEHHBIX
cpeact: 10 Mr/kr maccel Tena Kaxzable 6-8 yacoB ¢ MOMEHTa pa3BUTHUS KPOBOTEUEHHUS JIO €ro
OCTaHOBKHU.

B cnyyae HeoOxomumocTH anuTenpHOW (Oonee 48 4yacoB) TIeMOCTATUYECKOM Tepamuu
pEeKOMEHAYETCsl NPUMEHEHHE IIpenapaToB TPAaHEKCaMOBOM KHUCIOThI B TaOJIETHUPOBAHHOMU
JeKapCcTBEHHOH popme.

Oco0ble rpynnbl NalkeHTOB

Toowcunvle nayuenmul

VY nanueHToB MOXKUIJIOTO BO3pAcTa MpU OTCYTCTBUU ITOUYEUYHOM HEIOCTATOYHOCTH KOPPEKIIUS 1035l
He TpedyeTcsl.

Tayuenmsi ¢ Hapywenuem QyuKyuu neveHu

Koppekuuu no3s1 HE TpedyeTcs.

Iayuenmsi ¢ HapyweHuem GyHKyuyu novex

Y mnanuMeHToB € JIETKUM M YMEPEHHBIM HApYIIEHUEM BbLICIUTENbHON (QYHKIMH TOYeK
HEeo0X0/1MuMa KOPPEKLHs 103kl U KPAaTHOCTH BBEJICHHS TPAHEKCAMOBOM KUCIIOTHI:

KonuenTparus CkopocTb Jlo3a TpaHeKkcaMOBOM KpatHoctb
KpeaTHHUHA B KITyOOYKOBOM KHCJIOTBI BBEJICHUS
CBIBOPOTKE KPOBH dunpTpanuu
120-249 mxmons/n 60-89 mun/mun/1,73m? | 15 Mr/kr Macchl Tena | 2 pa3a B CyTKH
(1,36-2,82 mr/mn)
250-500 MKkMomB/1 30-59 m/mun/1,73m? | 15 Mr/kr macchl Tena | 1 pas B cyTku
(2,83-5,66 mr/mn)

eTu
Hemu cmapwe 1 2c00a u noopocmku
OmnbIT MPUMEHEHHUS MPENapaToB TPAHEKCAMOBOM KHUCIIOTHI y JIeTel orpaHudeH. PekoMeHyemas
71032 Mpernaparta IpH JICYEHHH KPOBOTEUCHUH, 00YCIIOBICHHBIX JIOKAIBHBIM M T€HEPATN30BaHHBIM
¢ubprHoIM30M, cocTaBisieT 20 MI/KI/CYTKH.



COOTBETCTBYET 2K
ot 15.05.2025 N2 123

(NOCNEOOBATENLHOCTE 0009)

MY OTYETY

Croco0 rmpuMeHeHus
BHYTpUBEHHO KamenbHO WM CTPYWHO MEMJIEHHO; CKOpocTh BBeAeHus 50 mr/muH. Cremyer
n30eratb OBICTPOr0 BHYTPUBEHHOT'O BBEIACHMS !

s BBeZieHUs mpemnapara co CKopocTbio 50 MI/MUH:
e Hepa3BeICHHBIN pacTBOp TpaHekcamoBoi KUCIOThI (100 Mr/Mir) BBOIUTCS CO CKOPOCTBIO
0,5 m/MumH;
e 1% pacrBop (10 Mr/mi) MOKHO BBOJHTH CO CKOPOCThIO 5 Mi/MHH (1 T TpaHekcamMoOBOii
kucJIoThl B 100 M1 mH(Y3HMOHHOTO PacTBOpA).

WHCTPYKIIMK 110 MPHUTOTOBICHHIO JIEKAPCTBEHHOI'O IIperapara Iepea MPUMEHEHHEM CM. B
pasznerne 6.6.

4.3 IIlpoTuBONOKA3aHUS

— TUINEPUYYBCTBUTEIBHOCTh K TPAHEKCAMOBOW KHUCIIOTE WJIM K JIOOOMY M3 BCIOMOTaTEIbHBIX
BEIIIECTB, IEPEUHCIICHHBIX B pazzeine 6.1;

— XpOHMYECKasl IOYeYHas HEJOCTAaTOYHOCTh TSHKENOM cTereHu (CKOPOCTh KIYOOUYKOBOM
dunsrpanuu [CK®] menee 30 Mr/mi/1,73M?) B CBA3U ¢ PUCKOM KYMYJIAIIHKL

— BEHO3HBI WM apTepHalbHbIi TpomMOO3 B HAcTosIIee BpeMs WM B aHamHe3e (Tpom0o03
MIyOOKHX BEH HOT, TPOMO03MOOJIHS JIETOYHOM apTepuu, TPOMO03 BHYTPHUUEPEITHBIX COCY/IOB 1
IIp.) IpY HEBO3MOKHOCTH OJJHOBPEMEHHOMN Teparuu aHTUKOATyITHTaMH,

— (uOpHHOIN3 BCIEACTBUE KOATyJONMAaTHH TOTPeOJeHUs] (TUIOKOAryIsSIUOHHAS —CTaIus
CUHIPOMA TUCCEMHUHHPOBAHHOTO BHYTPUCOCYAUCTOrO cBepThiBanus [[IBC-cunapom]);

— CYJOpOTY B aHAMHE3E;

— IpUoOpEeTEeHHOE HapYIICHHE [[BETOBOTO 3PEHUS;

— cy0apaxHOUJATIFHOE KPOBOU3JIHSHUE (B CBSI3U C PUCKOM PA3BHUTHUS OTE€KAa MO3ra, WIIEMUU U
nH(]apKTa roJIOBHOTO MO3Ta);

— JICYEHHWE MEHOpparuii y IaluMeHTOK B Bo3pacTe wmiaame 16 et (OmbIT NPUMEHEHUS
OTCYTCTBYET).

4.4 OcoOble yka3aHusl 1 Mepbl MPeJI0CTOPOKHOCTH NMPHU NPHUMeHeHUH

C 0CTOPO’KHOCTBIO

TpaHekcaMOBYIO KUCIIOTY CIEAYET IPUMEHSATH C OCTOPOKHOCTBIO B CIIEAYIOIINUX CUTYaLMSIX:

— TreMaTypus, BbI3BaHHas 3a00JIeBaHUSMH IMApEHXUMbI MOYEK, U KPOBOTEUEHUS M3 BEPXHHUX
OTJEJIOB  MOYEBBIBOJIIMX MyTe (PUCK BTOPHUYHOW  MEXaHMYECKOH OOCTpyKIMHU
MOUEBBIBOJIAIIUX MTyTEH CI'YCTKOM KPOBH C Pa3BUTHUEM aHYPHH);

— TMalWEeHThl C BBICOKMM PHUCKOM pa3BUTHUsS TpomOo3a (TpoMOO3IMOOIMYECKHE COOBITHS B
aHaMHe3€e WIM CeMEHHbIM aHaMHe3 TpoMO0IMOOINYECKHX 3a00IeBaHNM, BepUPUIIMPOBAHHBIN
JMarHo3 TpoMoodummnm);

— TMAalWEeHTHl, OJyYarol[ie Tepanuio aHTUKOAryITHTaMH (OIBIT IPUMEHEHUSI OTPAHUYEH);

— OJHOBpPEMEHHOE MpUMeHEeHUe npenapatoB ¢akTopoB cBepThiBanusa kposu II, VI, IX u X B
KOMOMHAIMKU [IPOTPOMOMHOBOTO KOMIUIEKCA] WM aHTUMHTUOMTOPHOTO KOAryJsSTHTHOTO
KOMIUIeKca (cM. pazzaen 4.5.);

— TMalWeHTKH, NMPUHUMAIONIMEe KOMOMHHUPOBAHHBIE IMEPOpalIbHbIE KOHTPALENTUBBI (B CBSI3U C
MOBBIIIEHHBIM PHCKOM BEHO3HBIX TPOMOO3IMOOIMYECKHX OCJIOKHEHHH M apTepUatbHbIX
TpoM0030B) (cM. pazzaen 4.5.);

— CHHJIPOM JHMCCEMHUHUPOBAHHOTO BHYTpHCOCYIUcTOro ceepThiBanus [[IBC-cunapom];

— HajJu4ue KPOBHM B IOJIOCTSIX, HApUMEpP, B IUIEBPAIBHOM MOJOCTH, IMOJOCTSIX CYyCTaBOB U
MOUYEBBIBOJIALIUX MYTSIX.
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Oco0ble yKa3zauus

PaCTBOp TpaHeKcaMOBOﬁ KHCJIOTBI BBOJUTCA BHYTPUBCHHO OYCHbL MCIAJICHHO, TPAaHCKCAMOBYIO
KHCJIOTY HCJIB3s BBOAUTH BHYTPHUMBIIICYHO.

Cyoopoeu

Onucanbl ciay4aum CyIooOpOr, KOTOpBIE ACCOLMUPOBAINCH C INPUMEHEHUEM TPaHEKCaMOBOU
KHMCJIOTBL. Y MAalMEeHTOB, KOTOPBIM IIPOBOAMIIACH OIEpalysl aOPTOKOPOHAPHOI'O LIIYHTHUPOBAHUS,
CYJOpOrH, B OOJBIIMHCTBE CIy4YaeB, pa3BUBAIMCH IPU MPUMEHEHUH TPAHEKCAMOBOW KHUCIIOTHI B
BBICOKHUX J03ax. IIpu nmpumenenuu npenapara B peKOMEHAYEMBIX J03aX 4acTOTa CyAOpOr Iocie
orepauuu ObuIa TaKOH ke, KaK y MallueHTOB, HE NOJIYYaBIINX TPAaHEKCAMOBYIO KHCIIOTY.

Hapywenue 3penus

IIpn npuMeHEHUN TPAHEKCAaMOBOM KHCJIOTHI BO3MOXHO pa3BUTHE HAPYLIEHUM 3peHusd, B T. 4.
HapylIeHHe LBETOBOro BocupusATHs. llepen HavanoM M B mporecce IIMTEIBHOTO JICUEHUS
TpaHEKCaMOBOM KHCJIOTOM HEOOXOJMMO NPOBEJEHHE OCMOTpa OKYJIHMCTa (OCTPOTa 3pPEHHS,
L[BETOBOCIIPHUATHE, IJIa3HOE AHO). [IpM BO3HMKHOBEHUHU HapyILEHUH 3peHHs Ha (OHE JIeUEeHUs
He0o0XorMa OTMEHA Mperapara.

T'emamypus

IIpenaparsl TpaHEKCaMOBOM KHUCIJIOTHI CIEAYET IPUMEHATh C OCTOPOKHOCTBIO IIPU IeMaTypuH,
BbI3BaHHOH 3a00J1€BaHUSAMH [TAPEHXUMBI [IOYEK, TOCKOJIBbKY B 3THX YCIOBHSIX 4acTO HAOI0AaeTCs
BHYTPHCOCYAHMCTOE OCakIeHNe (hHOpHHA, 9TO MOXKET yCYryOuTh mopaxenue movek. Kpome toro,
B CJIydasix MAacCUBHOI'O KPOBOTEUYEHHs JIH000M 3THOJIOIMH U3 BEPXHUX MOYEBBIBOJSIIMX ITyTEH,
aHTU(UOPUHOIUTHYECKAs] Tepanusl MOBBIIAET PUCK 00pa30BaHUS CI'YCTKOB KPOBH B MOYEHHOM
JOXaHKEe W/WIM MOYETOYHHKE M, COOTBETCTBEHHO, BTOPUYHOM MEXaHWYECKOH OOCTpyKIMU
MOYEBBIBOIAIINX IIyTEH U PA3BUTHUS aHYpPUU.

Tpombosmboruyeckue coovimus

XOTsl NPOBEAECHHBIE KIMHUYECKUE MCCIEAOBAHNSA HE BBISIBIIIM 3HAYUTEIBHOTO IOBBIIICHUS
YacTOThl Pa3BUTHUSI TPOMOO30B, OJHAKO PUCK TPOMOOTHYECKUX OCJIOKHEHUH HE MOXKET OBITh
HOJTHOCTBIO MCKIOUYeH. OMUCaHbl CIydau pa3BUTHS BEHO3HBIX U apTepPHAIbHBIX TPOMOO30B U
TpOoMOOIMOOJINY y TAITUEHTOB, MOTYYaBIIUX TPAaHEKCaAMOBYIO KucioTy. Kpome Toro, coolranocs
0 Cly4asX OKKIIIO3MM LIEHTPAJIBHOM apTepuUM CETYaTKU U LIEHTPAIBHOM BEHBI CETUATKU U
BHYTpUYepenHoro Tpom003a Ha (poHe JiedeHus TpaHekcaMoBOM KuciaoToi. [loatomy no Havana
IPUMEHEHHs TPaHEKCaMOBOM KHCIOTHI CleqyeT NMPHUHATh BO BHUMAaHUE BO3MOXKHBIE (haKTOPHI
pucKa pa3BUTUS TpoMOOIMOoNIHUeckux coObIThi. [lanmmeHTtaM, WMEOIIMM B aHaAMHE3E
TpoMOOo3MOOIMUecKre 3a00JIeBaHus, WIM TMalMeHTaM C [OBBIIIEHHOW 4YacTOTOM CilydaeB
TPOMOO3IMOOINYECKMX COOBITUH B CEMEMHOM aHaMHe3€ (MalMeHThl C BBICOKHMM PHCKOM
TpoMOO(HIINK) TpaHEKCaMOBasi KUCJIOTa B BHUJIE PACTBOPA JUIsl MHBEKIIMM TOJKHA Ha3HAYATHCS
TOJIbKO TIO CTPOTMM MEAMIIMHCKHM IOKa3aHUSAM IOCJE KOHCYJbTAallUU CO CIIEHHUAIUCTOM IO
remocrazy. IIpumeHeHne mnpenapara y TakuX IAaLMEHTOB [JOJDKHO OCYIIECTBIIATHCS IOJ
THIATEIbHBIM MEIUIIMHCKUM HAOIIOCHUEM.

vy MAaIMCHTOK, IIOJYYAarIIUX IMICPOPAJIbHBIC KOHTPAUCITHUBBI M TPAHCKCAMOBYIO KHCIIOTY,
BO3MOKHO YBEIMUYEHHE pUCKa TpomOo3a (cM. paszzen 4.5.).

Menoppazuu

[TameHTKaM € HEPETYJSPHBIM MEHCTPYAIbHBIM KPOBOTEYEHUEM HE CIEAYyEeT Ha3HayaTh
TPaHEKCAMOBYIO KHCIIOTY JI0 YCTAaHOBJICHHSI TPUYHMHBI TUCMEHOPEH. Eciiin 00beM MEHCTPYalTbHOTO
KpOBOTEUYeHHsI Ha (OHE JIEUeHHUS TPAHEKCAMOBOW KHUCIOTOW CHUKAeTCS HeaJleKBaTHO,
HEO0OXOMMO PAaCCMOTPETHh BO3MOKHOCTh aJIbTEPHATUBHOTO JICUCHHS.

D¢ bhekTUBHOCT, W 0€30MacHOCTh IMpEenapaToB TPAHEKCAMOBOW KHCIOTHI TIPH JICUYCHUU

4
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MEHOpparuy y malueHToK Miiajie 16 jJeT He yCTaHOBJICHB.
Cunopom OuccemMuHUpoB8aHHO20 BHYMPUCOCYOUCMO20 c8epmbléanus Kposu ([{BC-cunopom)

[TpuMeHeHne TpaHEKCAMOBOW KUCIIOTHI y manueHToB ¢ JIBC-cuaapoM B OOJBIIMHCTBE CIy4acB
IPOTUBOIIOKA3aHO. TpaHeKkcaMOBasi KUCJIOTa MOXKET ObITh Ha3HAY€HA TAKUM MALlUEHTaM TOJIbKO B
cilydae, €Clii y TalMeHTa UMEIOTCS CUMIITOMBI IIpeo0Iajanns akTUBaluu (GUOPpUHOIUTUYECKON
CHUCTEMBI C OCTPBIM MAacCHBHBIM KpPOBOTE€UEHHEM. B TakMx OCTpBIX Cllydasx OJHOKPAaTHOIO
BBEJICHUS TPAaHEKCaMOBOM KHUCIIOTBHI B J03€ | I 4acTo ObIBa€T JOCTATOYHO JUIsl MPEKpallleHUs
KpoBoTeueHusi. Hasnauenue TpanekcamoBoil kuciotrel Tipu  JBC-cunapome  10KHO
IIPOU3BOIUTHCS TOJIBKO MTPU HAJIMUYHUU COOTBETCTBYIOIIMX JIAHHBIX JIAOOPATOPHOTO 00CIE10BaHUS
Y TI0CJIE OLEHKU ATHUX JAHHBIX CHELUAIUCTOM.

B cBsi3u ¢ oTCyTCTBHEM aJI€KBATHBIX KIMHUYECKUX UCCIIEI0BAHUM, OJTHOBPEMEHHOE TPUMEHEHUE
[pernapaToB TPAHEKCAMOBOW KHCIOTHl C AHTHKOATYJISHTAMH JOJDKHO OCYILECTBISATHCS MOJ
TIIATENTFHBIM HAOJIOJCHHEM CIICIIMATUCTA, MMEIOIIETO OMBIT JICYCHUS HAPYIICHUN CBEPTHIBAHUS
KPOBH.

4.5 B3aumoaeiicTBHMe ¢ JPYIMMH JIEKAPCTBEHHBIMHM IpenapaTaMud W Jpyrue BH/bI
B3aUMOJEHCTBHUSA

CriennanpHble  KIMHUYECKUE HCCIIEI0BaHMs, IOCBSIIEHHbIE M3YYEHUIO B3aUMOJEHCTBUI
TpaHEKCaMOBOM KUCJIOTHI C APYTUMU JIEKAPCTBEHHBIMH CPEACTBAMM, HE IPOBOIUIIUCS.
TpanekcamoBasi ~ KHCJIOTa  MpPEMSATCTBYeT  pa3BuTHIO  (papmakosnoruyeckoro  3¢ddexra
¢GubpuHONMUTHIECKUX (TPOMOOTUTHYECKHX ) IPETIAPATOB.

KomOuHupoBaHHble  NepopajibHble  KOHTPALENTHUBBI  YBEIMYMBAIOT  PUCK  BEHO3HBIX
TPOMOOIMOOIMYECKUX OCIOKHEHUH U apTepHalbHBIX TPOMOO30B (B YaCTHOCTH, HIIEMHYECKOTO
UHCYJIbTa U MH(papkTa MUOKapAaa). ONbIT NPUMEHEHUS TPAaHEKCAaMOBOM KHUCIOTHI Yy JKEHUIMH,
IPUHUMAIOIIUX KOMOWHUPOBAHHBIE IE€POPAIbHBIE KOHTPALENTHUBBI, OTCYTCTBYeT. IlOCKONBKY
TpaHeKcaMoBasi KHCJIoTa obnanaer aHTUGuOpHHOTMTHYECKHMM d3(PQEeKToM, OTHOBPEMEHHOE
IPUMEHEHHE ¢ KOMOMHHUPOBAaHHBIMU IEPOPAIbHBIMU KOHTPALENTUBAMU MOXKET IPUBECTH K
JIOTIOJTHUTEIIbHOMY TOBBIIIEHUIO PUCKA TPOMOOTHUECKHUX OCIIOKHEHUH.

OnHOBpeMEHHOE MPUMEHEHUE TPAaHEKCAMOBOM KUCIIOTHI C IpenaparaMu (pakTopoB CBEpThIBAHUS
kposH 1I, VII, IX u X B koMOuHauu [TpoTpOMOMHOBBIM KOMILIEKCOM | MJIM aHTUMHTUOUTOPHBIM
KOaryJsHTHBIM KOMIUIEKCOM ITOBBIIIAET PUCK Pa3BUTUS TpoMOo3a.

Bo3MOXHO TmOBBIILIEHHE pHUCKa TPOMOOTHYECKHUX OCIOKHEHUH (B 4YacTHOCTH, HWH(papKTa
MHOKap/1a) IpyU OAHOBPEMEHHOM NIPUMEHEHUH TPAaHEKCAMOBON KHCIOTHI C THAPOXJIOPOTHA3HIOM,
JIECMOIIPECCUHOM, aMITUIIMJTMHOM-CYJIb0AKTaMOM, PAaHUTUIMHOM U HUTPOTJIMIIEPUHOM.

IIpy coueTaHHOM NIPUMEHEHUM C TEMOCTaTMUECKHMH IIpernaparaMd BO3MOYKHA aKTHUBaLUsA
TpoMO00Opa3oBaHus.

4.6 ®epTUWIBLHOCTD, 0€PEMEHHOCTb M JIAKTAUS

bepemeHHOCTD

B noknMHMYECKHMX WCCIENOBAHMSIX TpPaHEKCAMOBasi KHUCJIOTa HE OKa3blBaJla TEPATOTEHHOTO
BO3JICHCTBUS. AJIEKBaTHBIE M CTPOTO KOHTPOJHpyeMble HccleoBaHUs 3()PEKTUBHOCTU U
0€30MacHOCTH TPUMEHEHHS TIPErmapaToB TPAHEKCAMOBOW KHUCIOTHI y OEpeMEHHBIX He
MPOBOJMIUCH. TpaHekcaMoBasi KHCIIOTa MPOHUKAET 4Yepe3 IUIAlleHTy U MOXKET COAEPKaThCs B
MYTIOBUHHOM KPOBH B KOHIIEHTPAIMH, OJTU3KOW K MAaTEPUHCKOM.

[TockonbKy HCCNEIOBaHUS PENPOIYKTUBHOW (YHKIIUU Y >KMBOTHBIX HE BCErJa IMO3BOJSIOT
MpeACKa3aTh PEakIMu y 4YeJIOBeKa, TPAHEKCAMOBYIO KHCIIOTY CJIEIYyeT MPUMEHSATH BO BpeMs
OepeMeHHOCTH TOJBKO B Cllydae KpaitHeil He0OXOAUMOCTH.

JlakTanus
TpanexcamMoBasi KMCJIOTa MPOHUKAET B TPYJHOE MOJIOKO (KOHIICHTpAIMs TMpernapara B MOJIOKE
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coctaBisgeT oOkojgo 1% OT KOHUEHTpauMH B IUIa3ME KpPOBH MalcpH). Pa3BUTHE
anTu(uOpUHOIUTHYECKOTO A(PdeKTa y MIaJeHIa MajJoBeposTHO. TeM He MeHee, cienyer
CO0JII01aTh OCTOPOKHOCTH IPH TPUMEHEHHH TPAHEKCAMOBOW KUCIIOTHI Y KOPMSIIIIX MaTepei.

DepTUILHOCTE
OtcyrcTBYeT MHGOpPMAIUS IO BIUSHUIO TPAHEKCAMOBON KUCIIOTHI Ha (DePTHILHOCTh MY>KYUH U
SKEHIIAH.

4.7 BausiHMe HA CIOCOOHOCTH YNPABJSTH TPAHCINOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHNu3MaMu

CnocoOHOCTh TpaHEKCaMOBOW KHCIIOTHI BIUSATh Ha CKOPOCTh MCHUXOMOTOPHBIX peakiuil U Ha
CIIOCOOHOCTh YIpPaBJIATh TPAHCHOPTHBIMU WM JAPYTMMH MEXaHMYECKHMHU CpEJICTBAMU HeE
n3ydanach. TpaHekcaMOBasi KUCIOTA MOXKET BbI3bIBATH FOJIOBOKPYKEHHE U HAPYLIEHUS 3PEHMUS U,
COOTBETCTBEHHO, MOXKET BJIHMATH HA CIIOCOOHOCTh 3aHUMAThCSI MOTEHIIUAILHO OTIACHBIMU BUIaMHU
NESTENIbHOCTH, TPEOYIOUIMMH  TOBBIIICHHON  KOHIIGHTpAllMM BHUMAaHUS UM OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8 HexkesaTeJIbHbIE PeaKIIUH

TabnuyHOE pe3roMe HeKeNaTeIbHBIX PEaKIIui

HexenarenpHble peakiyu, MIPEICTABICHHBIC HI)KE, CTPYIITUPOBAHBI B COOTBETCTBUU C KJIacCaMu
CHUCTEM OpraHoB MeaunuHCKOro cioBaps MedDRA. Jlns OIEHKH YacTOThl Pa3BUTHS
HEKENATEIbHBIX PEAKLHUI UCIONIB3YIOT CICAYIONIME KpUTepuu: o4eHb 4acto (> 1/10), uacro
(> 1/100, mo < 1/10), meuacro (> 1/1000, o < 1/100), peaxo (> 1/10000, no < 1/1000), oueHn
penko (< 1/10000), yacrora HeusBecTHa (HAa OCHOBAHHW HMEIOIIMXCS JaHHBIX OICHUTH
HEBO3MOJKHO).

Hapywenus co cmopoHbl UMMYHHOU cUCmeMbl: O4€Hb PEIKO — PEaKIIUU THIIEePUyBCTBUTEIBHOCTH,
B T. 4. aHA(QHIAKTHYECKHUH MIOK.

Hapywenus co cmopoHuvl HepeHoll cucmembl: PEAKO — TOJIOBOKPYKEHHUE, CYIOPOTH (CM. pa3/IeIibl
43.u44.).

Hapywenus co cmopomnvl opeana 3peHusi: peIKO — HApYIICHUS 3pEHUs, B T. 4. HapyIICHHE
[[BETOBOT'O BOCTIPUATHS, YACTOTA HEU3BECTHA — TPOMOO3 LIEHTPAILHON apTepUH U BEHBI CETUATKHU.
Hapywenus co cmoponvl cocy0os: peiKko — TpoMOOIMOOINIECKHE OCIIOKHEHHsI, BRIPAKEHHOE
CHI)KEHHE apTePUAIbHOTO JIaBIeHUS (0OBIYHO BCIEICTBUE YUPE3MEPHO OBICTPOTO BHYTPUBEHHOTO
BBEJICHH); OYCHb PEIKO — apTepUaIbHbIE U BEHO3HBIE TPOMOO3BI PA3TUYHOM JIOKAIH3AIlWH;
4acTOTa HEM3BECTHA — OCTPBIM MH(APKT MUOKapaa, TPOMOO3 1epedpanbHbIX apTepuit, TpomM003
COHHBIX apTepuid, MHCYIbT, TPOMOO3 TIYOOKMX BEH HOT, TPOMOOIMOOIMS JIETOUHOW apTepuu,
TpOMOO3 TOYEYHOM apTepuul C Pa3BUTHEM KOPTUKAIBHOTO HEKpO3a M OCTPOW IMOYEUHOM
HEIOCTaTOYHOCTH, OKKJTFO3HUSI a0PTO-KOPOHAPHOTO IIIYHTA.

Kenyoouno-kuuieunvie HapyuieHus: 4acCTo — TOIIHOTA, PBOTA, quapes (CUMITOMBI MPOXOAST MPU
CHUIKEHUU JI03BI).

Hapywenus co cmoponsl kodicu U NOOKOJNCHbIX MKAHeU: PEIKO — KOXKHBIE allJIeprHuecKue
peaKknuu, B T. 4. AJUICPTHYCCKUH JICPMATHT.

€TH
qaCTOTa, XapakTCp U TAKCECTH HECKCIATCIBbHBIX peaKuI/n”{ y ,Z[CTCI>'I H TIIOAPOCTKOB ObLIN
COIIOCTAaBUMBI C TAKOBBIMHU Y B3POCJIbIX MALIUCHTOB.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

Baxno COO6I_I_IaTB 0 TIOAO3PCBACMBIX HECKCIIATCIBHBIX PCAKIUAX TIOCJIC PErucTpanun
JICKApPCTBCHHOT'O IMpEriapaTta ¢ LCJIbIO o0OecreyeHus HCMIPEPBIBHOT'O MOHUTOPHHTA COOTHOIICHUSA
«II0JIb3a — PHUCK) JICKAPCTBCHHOI'O IIpCIiapara. MeaunuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6HIaTI) 0 JII00BIX IOoaO3pC€BACMBbIX HEXKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

yepe3 HallMOHaJIbHbIE CHUCTEMBI COOOLIECHUS O HEKEIATCIIbHBIX PEaKNsIX TOCYAapCTB — WICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

®denepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

PI'TI na [IXB «HauuoHanbHbI LEHTP 3KCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX
uznenuit» Komutera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoJisi MUHHUCTEpCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yia. A. UmanoBa, 1. 13

Tenedon: +7 (7172) 235 135

OnexrtpoHHas noura: farm@dari.kz

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAMOHHOM cet «MHTepHeT»: https://www.ndda.kz

4.9 Ilepeno3upoBKa

CuMOTOMBI

["onoBoKpyKeHHE, TONOBHAs 0O0Jb, TOIIHOTA, PBOTA, AMAPEs, OPTOCTATHYECKHE CHUMOTOMBI (B
T. 4., TOJIOBOKPYXXEHHE IMpU MEPEexXojie U3 TOPU30HTAIBLHOTO B BEPTHKAIBHOE MOJOKEHUE),
opToCcTaTUYEeCKas apTepHalibHAs THIIOTECH3US. Y TPEIPACIIONIOKCHHBIX MAIMEHTOB ITOBBIIIACTCS
PHUCK TPOMOO30B.

Jleuenue

AHTUIOT HeusBecTeH. [Ipu mMOMO3peHHMHM Ha TMEpelo3UPOBKY TPAHEKCAMOBOW KHUCIIOTHI
HeoOXouMa rocnuTanu3anus. PekoMeHayeTcs mpueM BHYTPh WJIM MapeHTEpaIbHOE BBEICHUE
0O0JIBIIOr0 KOJIMYECTBA KUAKOCTHU ISl YCUIICHUS TOUYEYHOMN SKCKpennu, (OpCUPOBaHHBIN qUype3,
KOHTPOJIb KOJIMYECTBA BBIICISAEMOW MOUYH. B HEKOTOPBIX CIydasX MOMKET ObITh ONpaBIaHHBIM
MPUMEHEHNE aHTUKOATyJISTHTOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1 dapmakoaMHaMU4YecKHe CBOHCTBa
®dapmakoTepaneBTUUYECKass TPyMMa: TeMOCTaTHYECKUE CPEACTBA; AaHTH(HUOPUHOIUTHUYECKUE

CpenCcTBa; aMUHOKHCIIOTBI.
Koxg ATX: B02AAO02

Mexanusm selictBus U dpapMakoauHamuueckne 3G eKTo

TpanekcamoBasi KHUCJIOTa SBISETCS KOHKYPEHTHBIM (IIPM BBICOKMX KOHLIEHTpPALMSAX —
HEKOHKYPEHTHBIM) HMHTUOMTOPOM aKTUBallMU NpOoPUOpUHOIN3MHA (IUIa3MUHOTEHA) U €ro
npeBpamieHuss B (puOpuHOMM3MH  (TIa3MuH).  AHTU(QUOPUHOIUTHYECKAss AKTUBHOCTh
TPaHEKCaMOBOM KUCIIOTHI IN Vitro mpumMepHo B 10 MpeBOCXOJUT aKTUBHOCTh aMUHOKAITPOHOBOM
KHCJIOTHI, YTO OOYCJIOBJIEHO OoJiee MPOYHOIl CBSA3bIO C PEIENTOPOM MOJIEKYJIbI TJIA3MUHOTEHA.
TpanekcamoBasi KMCJIOTa 00JIaJa€T MECTHBIM U CHCTEMHBIM F€MOCTATHYECKUM JEHCTBUEM IPU
KPOBOTEUCHMSIX, CBSI3aHHBIX C MOBBIIIEHHEM (puOpuHOIM3a. 3a CUeT MOAABICHHUS 00pa30BaHMA
KMHUHOB U JIPYTUX aKTUBHBIX IMENTHUIOB, YYACTBYIOUIUX B aJUIEPITMUECKUX U BOCHAIMTEIbHBIX
peaknMsax, TpaHeKcaMmoBas KHUCJIOTa oO0JajgaeT Takke MNPOTUBOBOCHANUTENBHBIM U
MPOTUBOAIIIEPTHUECKUM JEHCTBUEM.

TpanekcamoBasi KUCIIOTa B KOHIEHTPAMKH | MI/MJI HE BIHMSET Ha arperamuio TPOMOOIMTOB iNn
Vitro, B koHIeHTparuu 10 10 MI/MJ KpOBH HE BIHUSET Ha KOJMYECTBO TPOMOOIIMTOB, BPEMs

7



COOTEBETCTEYET 3KI(
ot 15.05.2025 N2 123

(NOCNELOBATENBHOCTL 0009)

MY OTYETY

CBEPTHIBaHUSI KPOBU W pa3lMyHble (DAKTOpPHl CBEPTHIBAHMS KPOBH B LCJIBHON KPOBH WU
HUTPATHOM KPOBH 370pOBOTO uejioBeKa. B To ke BpeMs, TpaHEKcamoBas KHUCIOTa KaK B
KOHIEeHTpauuu 1 mr/mii, Tak 1 10 Mr/mi KpoBU yJUTMHSIET TPOMOMHOBOE BPEMS.

B skcnepumeHTe MOATBEpKICHA COOCTBEHHAS AHAIBICTUUYECKAs aKTUBHOCTh TPAHEKCAMOBOM
KHCJIOTHI, @ TAK)KE CBEPXCYMMAPHBINH NOTEHUUUPYIOUH 3()(PEeKT B OTHOIIEHUH aHAJIbIeTHUECKON
AKTUBHOCTH ONMHATOB. JlaHHbIE JOKIMHUYECKUX HCCIICIOBAHUM CBUICTEIBCTBYIOT O HAIMYUU Y
TPaHEKCaMOBOM KHCJIOTHI aHTUKAHLIEPOTCHHBIX U @aHTHAHTUOTEHHBIX CBOMCTB.

5.2 ®apmakokuHeTHYeCKHE CBOIiCTBa

Pacnipenenenue

Pacnipenensiercss B TKaHSAX OTHOCUTEIBHO PAaBHOMEPHO (UCKIIOYEHME — CIMHHOMO3IOBas
JKUJKOCTh, THe KOHIeHTparus cocraBisger 1/10 ot mmasmenHoi). I[Iponukaer uyepes
IUTAIICHTAPHBIA W TeMaTodHIehaTnuecKuil Oapbepsl, B TrpydHoe Mooko (okomo 1% ot
KOHIIEHTpaluu B Iia3mMe marepu). OOHapyXUBaeTcs B CEMEHHOW JKUIKOCTH, TA€ CHHXKAeT
(UOPHHONMUTHYECKYIO aKTUBHOCTh, HO HE BIMAECT HA MHUIPALUIO0  CIIEPMATO30H/IOB.
TpanekcamoBas KucioTa 6p1cTpo UG PyHANPYET B CYCTaABHYIO KHUAKOCTh U YePE3 CHHOBUATIbHbBIE
000JI0YKH, B CYCTaBHOH JKUIAKOCTH OOHAPYKHBAETCS B TOW K€ KOHICHTPALIMH, YTO U B KPOBH.
[Tepuon momyBBIBEACHHS U3 CYCTaBHOM KUAKOCTU COCTABISET OKOJIO 3 4.

Hauvanbueriii 00beM pacrpenenenus — 9-12 1. Cesa3b ¢ Oenkamu mia3msl — okosno 3% (3a cuer
CBS3BIBAHUSA C IUIA3MUHOTEHOM). TpaHeKkcamoBas KHUCIOTa HE CBS3BIBACTCS C allbOyMHUHOM.
AHTHGUOPUHOIUTHYECKAS KOHIICHTPALIMS B PA3JIMYHBIX TKaHAX coxpaHsercs 17 4, B Iuiazme — J10
7-8 u.

buorpanchopmanus

Metabonu3upyercs B HE3HAYUTENIBbHON creneHu. HMiaeHTuduuupoBaHsl 1Ba MeTa0OIUTa
TpaHEKCaMOBOM KUCIOThI: N-alleTHIIMPOBAHHOE U JI€3aMUHUPOBAHHOE IIPOU3BOJAHOE.
DJIMMUHALNS

[Tnomanp mox kpuBoit «koHueHTpanus-spems» (AUC) nmeer TpexdasHyo GopMy ¢ IepruoioM
MOJTYBBIBEJICHUSI B TePMUHANIBHOM (paze - 3 4. OOuuii moYeuHblil KIMPEHC paBeH IIa3MEHHOMY
(110-116 ma/mun).

BeiBoauTes moukaMu (OCHOBHOM MyTh - KiIyOOouKoBast (puibTpanus), 6osee 95 % B HEM3MEHEHHOM
BUJIE B TeueHue nepsbix 12 4. [locne BHyTpuBeHHOro BBeAeHUS B 103€ 10 MI/Kr B TeueHue 24 4
nyTeM KJ1yOOUKOBOM (pMiIbTpaluu BBIBOAUTCS 0K0JI0 90 % TpaHeKcaMOBOW KUCIOTHI.

Oco0ble TpYNIIBI TAIUEHTOB

Iayuenmsi ¢ HapyweHuem QyHKyuy novex

Y nauMeHToB € HapylleHHeM (YHKIMHM IOYEK OTMEYAaeTCsl MOBBIIIEHUE KOHLEHTpPaIUH
TPaHEKCAMOBOMW KHUCIJIOTHI B IJIa3M€ KPOBHU U CYLIECTBYET PUCK KYMYIISILIUH.

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA

6.1 ITepeyeHsb BCIOMOTaTeJIbHBIX BEIIECTB
Bona nng nabekmn

6.2 HecoBmecTuMOCTH

I'EMTPAHUKC (¢apmanieBTHU4eCKH HECOBMECTHM C  yYPOKHMHA30#, HOPIMUHEPPUHOM,
JUIUPUIAMOIIOM, JHA3EIaMOM.

I'EMTPAHUKC Henb3ss cMemmBaTh C pacTBOpaMU aHTUOMOTUKOB  (NMEHUIMJIUHBI,
TETPALMKIIMHBI) U IIperapaTaMu KPOBH.

OTOT mpenapar He [OJKEH CMEIIMBAThCA C JPYTMMU JIEKapCTBEHHBIMHU IIperapaTamu, 3a
UCKJIIOUYEHHEM YKa3aHHBIX B pazfeine 6.6.



6.3 Cpok rogHocTH (CPpOK XpaHeHus1)
I'EMTPAHUKC, 50 mr/mi, pacTBOp JUIsi BHYTPUBEHHOTO BBEICHUS - 3 TOJIa
I'EMTPAHUKC, 100 mr/mn, pacTBOp 11 BHYTPUBEHHOTO BBEJICHHUS - 2 TOAa

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH
He xpanuts npu Temneparype Boie 25 °C. He 3amopaxuBathb.

6.5 XapakTep U cojiepkaHue NePBUYHON YIIAKOBKHU

ITo 5 M1 B amimysibl O€CLIBETHOTO HEUTPAJILHOTO CTEKJIA TUII | ¢ IIBETHBIM KOJIBLIOM pa3jiomMa WM C
LIBETHOM TOYKOW M Haceukoi. Ha aMITysibl TOMOJHUTENIBHO HAHOCAT OJTHO, 1BA UJIM TPU LIBETHBIX
KOJIBLIA WJTH 0€3 JOMOTHUTENBHBIX IIBETHBIX KOJICII.

Ha xaxnyro amIyy HakJIEUBalOT CAMOKJIEAIYIOCS STUKETKY.

ITo 5 ammys1 OMENIAIOT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY U3 IJIEHKU IOJIMBUHWIXJIOPUIHON U
IUIEHKU TOJIMMEPHOH Ui 6€3 TUICHKH.

1 nau 2 KOHTypHBIE TYEMKOBBIE YITAKOBKU BMECTE C JIMCTKOM-BKJIA/IbIIIEM TOMELIAIOT B MAUKY U3
KapTOHA.

6.6 OcoOble Mepbl HPEAOCTOPOKHOCTH NPH  YHMYTOKEHHMH  HMCIOJIB30BAHHOIO
JIeKAPpCTBEHHOr0  Tpenapara MWJH  OTXO0JA0B, MOJYYeHHBIX IOCJe NpPUMeHeHHUs
JIEKapPCTBEHHOI'0 MpenapaTa uiu padoTbl ¢ HUM
Oco0ble TpeOOBaHMS K YTUIIH3AIHHA OTCYTCTBYIOT.

PacTBOp TpaHEeKCaMOBOI KUCIIOTHI COBMECTUM C OOJBITMHCTBOM HH(DY3HOHHBIX pacTBOpoB (0,9 %
pacTBOp HaTpus XJopunaa, pactBop Punrepa, 5 % pacTBop IeKCTpO3bl, AeKCTpaHbl). PacTBop
TPaHEKCAMOBOW KHCJIOThI COBMECTHM C HEPPAKIIMOHUPOBAHHBIM T'€IIapUHOM.

7. JEPKATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®@eoepayus

3A0 «DapmPupma «CoTekc»

141345, Mockosckas 0011., T. Ceprues [locan, moc. benukoso, 1. 11
T./¢.: +7 (495) 956-29-30

DnexTponHas noyra: info@sotex.ru

7.1 IlpeacraBuTe b Jep:KATeNsA PErHCTPAlHOHHOIO YI0CTOBEPECHHUS

[IpereH3un noTpedUTENeH HAMPABAATH 1O a/IPECY:

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockosckas 0011., T. Ceprues [locan, noc. benukoso, 1. 11
T./¢.: +7 (495) 956-29-30

Onextponnas moyra: pharmacovigilance@sotex.ru

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHSA
JITI-N (000059)-(PT-RU)

9. JIATA TMEPBUYHOM PETUCTPAIIMUA (IIOJATBEPXKJIEHHUS PETUCTPALIUU,
INEPEPETUCTPAIIN)

Mara nepsoii peructpauuu: 19.05.2020
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10. JATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka JjekapctBeHHoro mpemnapara ['EMTPAHUKC nocrymna Ha
MHPOPMALIMOHHOM mopTaie EBpa3suilckoro 5KOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org
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