COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 31.05.2023 N= 10134
(MOCNEOCBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA
Hepunar, 15 Mr/mii, pacTBOp Uil BHYTPUMBIIIEYHOTO BBEJICHHS.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolIEE BEIIECTBO: J€30KCUPUOOHYKIIEAT HATPHUSL.

Kaxxapiit M1 cogepxkut 15 Mr 1e30kcupuOOHyKIIeaTa HaTpus.

Kaxnpiii himakoH coAepKuT 75 Mr Ie30KCHPUOOHYKIIeaTa HATPUs B 5 MJT pacTBOpA.
BcnomorarenbHbIe BelIecTBa, HATMYHE KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JIGKAPCTBEHHOTO
npenapara: HaTpuii (cM. paznen 4.4.).

[TomHBIi IEepedeHpb BCIIOMOTaTeIbHBIX BEIIECTB pUBEIeH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PaCTBOp JJI1 BHYTPUMBIIICYHOTI'O BBCICHUS .
[Ipo3paunas GecuBeTHas )KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. IlokazaHusl K NPUMEHEHHUIO

JlepuHat nokasaH K MPUMEHEHUIO y B3pOCibIX 1 nerei ¢ 0 go 18 ner.

- paauanuoOHHBIE TIOPAKEHUS;

- HapylIeHHe reMoI073a;

- MHEJIOJIENIPeCcCrsl U PE3UCTEHTHOCTh K IIMTOCTATUKAM Y OHKOJIOTMYECKHUX OOJbHBIX,
paszBuBIIasca Ha (POHE IHUTOCTATUYCCKOW W/WIIM JIydeBOW Tepanmuu (CTabuiu3arus
reMoI1033a, CHUKEHHE KapIuo- U MUEIOTOKCHYHOCTH XUMHOIIPENapaToB);

- CTOMaTHUThI, HHIyLHPOBaHHbIE IIUTOCTATHUECKOMN Tepanueii,

- sSI3BEHHAas1 OOJIC3HB JKENMyaKa U 12-TUNIEPCTHON KHIIIKHU, SPO3UBHBINA TaCTPOyOCHUT;
- uiemMuyeckas 00Je3Hb cepAla;

- oOnuTepupyromue 3a60JeBaHUs COCY/I0B HIPKHUX KOHEYHOCTEH, XpOHUUYECKast
HieMuyeckas 0oje3Hb HIKHUX KoHeuHoctei 11 — 111 craguu;

- TporUecKUe A3Bbl, JTUTEIBHO HE3KUBAIOIINE PAHBI;

- OJIOHTOTEHHBIH CENCUC, THOWHO-CENITUYECKUE OCIONKHEHHUS;

- PeBMAaTOUIHBIN apTPUT;

- 0)KOroBasi 00JIe3Hb;

- IIpeJoTePAllMOHHBIN U TOCIEONEePAlIMOHHBINA MTEPUOIbI (B XUPYPTUUECKOM MPAKTUKE);
- SHJIOMETPUT, CATBITUHTO0()OPUT, IHTOMETPUO3, MUOMBI,

- XJIaMH]INO03, Ypearia3zMo3, MUKOIIIa3MO3;

- MPOCTATHUT, 100pOKauYeCTBEHHAs THIEePIUIa3us MpeACTaTeIbHON Kele3bl;

- XpOHUYECKUE OOCTPYKTHUBHBIEC 3a00I€BaHUSI TIETKHX;

- TyOepKyIie3 JIerKuX, BOCHAIUTEIbHbIE 3200IE€BaHMs IbIXaTeIbHBIX MyTEH.

4.2. Pe:xuM 103UPOBAHUS M CIIOCOO NPUMeEHEHHUS!

Pexum no3upoBanus

Bspocibie

PasoBas u cyro4ynas 103bl — 75 Mr

ITpu onkonoruueckux 3aboneBanusx — 3-10 nabekuuit ¢ uaTEpBaIoM 24-72 yaca.

[Tpu s13BeHHON 0OJIe3HM KemyaKa U 12-TH MepCTHOM KUILKKU — 5 WHBEKIMN ¢ HHTEpBajoM 48
4acoB.

[Tpu nmemuveckoit 6one3nu cepaua — 10 uabekuii ¢ uHTEpBaIoM 48-72 vaca.

ITpu ocTpBIX BOCIATUTEIBHBIX 3a00I€BAHUAX — 3-5 UHBEKLUH ¢ HHTepBaIoM 24-72 yaca.
[Ipu XpOHHYECKHX BOCHAIUTENBHBIX 3a00JE€BaHUAX - 5 MHBEKUUH ¢ MHTEepBajsoM 24 yaca,




COOTEETCTEYET 3KCNEPTHOMY OTUETY
0T 31052023 N2 10134
janee - 5 MHBEKIUH, ¢ MHTEPBAIOM 72 yaca. (NOCHEOCGBATENEHOCTE 0002)

B runexonoruu (3HIOMETPUT, XJIAMUAMO3, YPEaIruIa3Mo3, MUKOIIIIa3MO3, CaTbIIMHT00(OPHUT,
MHOMBI, 3HI0METpH03) — 10 nHbeKIuil ¢ uHTepBasioM 24-48 yaca.
B anaponoruu (mpocraTut, 100poKayecTBEHHAs TUIIEPIUIa3Hs MPEICTATeNbHOM xene3bl) — 10
UHBEKLUHN ¢ UHTEepBasIoM 24-48 yaca.
[Tpu TyGepkynese nerkux — 10-15 uabeknuii ¢ uaTepBanom 24-48 yaca.

eTH
[Ipenapart Ha3HAYAIOT BHYTPUMBIIIEYHO IO TAKOU JK€ CXEME, KaK U B3POCIIBIM.
Pa3oBas u cyrouHast 10361 114 I€TEM:
JleTsim B Bo3pacTe J10 2-X JIET Ipenapar Ha3HavyaroT B pa3oBoit go3e 7,5 mr (0,5 mu).
VY nereit B Bo3pacte oT 2-x n0 10-Tu ser pa3oBas no3a ompenensercs u3 pacuera 0,5 miu
npernapara Ha TOJ] KU3HH.
C 10-neTHero Bo3pacra pa3oBas J03a — 5 MJI pacTBOpa, KypcoBas /1032 — J0 5 WHBEKIHUI
npernapara.

Crioco0 npuMeHeHus
BuyrpumsiieyHo. BBoauTh MeIJIEHHO B TEUEHHUH 1-2 MUHYT 1O S MJI pacTBOpa, C UHTEPBAJIOM
24-72 gaca.

4.3. TIpoTuBONOKA3aHUS
['unepyyBCTBUTENBHOCTh K  JI€30KCHUPUOOHYyKJIEaTy HaTpusi WM K J000OMy U3
BCIIOMOTaTENbHBIX BELIECTB, IEPEUNCIECHHBIX B paznene 6.1.

4.4. OcoOble yka3aHHsl U MepPbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

CaxapHblii 1uabet

Y O0npHBIX caxapHbIM AHa0ETOM OTMEYaeTcs THIOMIMKEeMHU3UpYIollee AeHCTBHE, KOTOpOe
CIIeIyeT YYUTHIBaTh, KOHTPOJIUPYS YPOBEHb caxapa B KPOBH.

BcenomorarenbHble BellecTBa

HATpHUsL XJIOPHJI, BOJIA JJISl UHBEKIIHI.

JlaHHBII npenapaT coaepkuT MmeHee 1 MMoJb (23 M) HAaTpHs Ha S5 ML

4.5. B3aumojeiicTBHe ¢ JPYrMMH JeKaAapPCTBEHHbIMH TMipenapaTaMd W JApPyrue BHJbI
B3alMMOJAEHCTBUSA

[Ipumenenne npenapara JlepuHaT B KOMIUICKCHOH TEPAIMK MO3BOJISET MOBBICUTH () (HEKTUBHOCTH
U COKPATUTh MPOIOJDKUTEILHOCTD JICUEHUS, IPU 3HAUUTEIIHHOM YMEHBIIICHUH JI03 aHTUOMOTUKOB
Y IPOTUBOBUPYCHBIX CPEJICTB C YBEITUUCHHUEM MIEPHOJIOB PEMHUCCHH.

Jlepunat noBblmaetr 3(pQeKTUBHOCT MPOTHBOOMYXOJIEBBIX AHTUOMOTHKOB aHTPAIMKIMHOBOTO
psina, TUTOCTaTHKOB.

[IpemapaT moTeHUMpyeT TepaneBTHUECKU >PQPeKkT 6a3ucHOM Tepanuu MpU SI3BEHHOU 00Je3HU
xenynka U 12-nepcTHoil kuiku. JlepuHaT CHUKAeT SATPOreHHOCTh 0a3UCHBIX MpPEnapaToB MpU
JIEYEHUU peBMATOMAHOTrO apTtputra ¢ jgoctwxkeHueM 50% wu 70% ynydmeHus 1o psagy
KOMIUIEKCHBIX ITOKa3aTeael akTUBHOCTH OOJIE3HHU.

[Ipu xupyprudeckom cercuce BBeACHHE Mpemnapara JlepyHat B COCTaB KOMIUIEKCHOM Tepamuu
BBI3BIBAET CHIDKEHHE YPOBHS HWHTOKCHUKAIMM, AKTUBALMIO HWMMYHHUTETa, HOPMAJIU3ALNIO
KPOBETBOPEHUS, YAydllaeT pabOTy OPraHoOB, OTBETCTBEHHBIX 3a MPOIECCH JIETOKCHKAIIUU
BHYTpEHHEH cpepl opranu3ma (JTumMoy3bl, CEIe3eHKa U JIp.).

4.6. ®epTUILHOCTb, 0ePeMEeHHOCTDb M JIAKTALMS

bepemeHHOCTD
[Tpu HE0OX0MMOCTH Ha3HAYEHUS TIpenapaTa JlepuHat B mepuo]i 0epeMeHHOCTH CIeAyeT OLIEHUTh



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 31.05.2023 N= 10134
BATENBHOCTE 0002)

P -
0>KMJIaEMYIO I0JIb3Y I MaTepU U NOTECHIUAIBbHbBIN pnc@ﬁﬁ*ﬁlﬁ:ﬂ%&

JlakTanus
B nepuos rpy1HOTO BCKapMIIMBaHUsI IPUMEHSATH CTPOrO MO Ha3HAYCHHIO Bpaya.

4.7. BausiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeJACTBAMH M padorarb ¢
MeXaHNu3MaMH

[Ipenapar /[lepuHar He OKa3bIBaeT BIMSHHUS Ha CIIOCOOHOCTH YIPABIATh TPAHCIIOPTHBIMHU
cpeacTBaMU M paboTaTh C MEXaHU3MaMH.

4.8. Hexkes1aTeibHbIE peakuuu
VY 00BbHBIX CaxapHBIM TUA0ETOM OTMEYAETCs YMEPEHHOE TMIOTIMKEMU3UPYIOIlee JeiicTBHE.

Coo01eHue o0 nNoa03peBaeMbIX HexKeIaTeJIbHBIX peaKIUsixX

BaxxHo co00mIaTh 0 1Mo103peBacMbIX HEXKEIIATEIBHBIX PEAKIIHSIX TIOCTIe PETHCTPAIMH TIperapara ¢
IICIBIO O6CCHC‘I€HI/I$[ HCHpepI)IBHOFO MOHI/ITOpI/IHFa COOTHOIICHUA «I10JIb3a — pI/ICK»
JIEKapCTBCHHOTO TIperapara. MeIUIMHCKAM PabOTHUKAM PEKOMEHIyeTCs COOOMATh O JIFOOBIX
HOHOSpeBaeMBIX HCXKCJIATCIbHBIX peaKHI/IHX .]'IeKapCTBeHHOl"O HpenapaTa qepe3 HAaIIUOHAJIBHBIC
CUCTEMBbl COOOILEHHS O HEXKeJaTeNbHBIX peaKIHsIX ToCyIapcTB — ujeHOB EBpasuiickoro
9KOHOMHUYECKOTO COI03a.

Poccniickas @enepanns

denepanpHas cayk0a o Haazopy B cdepe 3apaBooxpanerus (PoczapaBHaazop)
Anpec: 109012, r. Mocksa, CnaBstHCKas 1iomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03, +7 (499) 578-06-70, +7 (499) 578-02-20
DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAITMOHHOM ceTn « THTepHeT»:
https://roszdravnadzor.gov.ru

Pecnyonuka Kazaxcran

PI'TI na IIXB «HauuoHanpHBIA LEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEAMIIMHCKUX
maenuit» Komurera wmeaumuHCKOrOo #  (dapMareBTUYECKOro KOHTpossi MUHHCTEpCTBA
3apaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, Pecny6nmka Kazaxcran, r. Actana, yi. A. imanosa, 1. 13

Tenedon: +7 (7172) 235 135

OnexrponHas noura: farm@dari.kz

Caiit B nH()OPMAITMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «HTepHe™: https://www.ndda.kz

4.9. Ilepeno3upoBKa
HeratuBHbIX SIBIEHUH OT MEPeI03UPOBKH HE BBISBIICHO.

5. PAPMAKOJIOTUYECKUE CBOHUCTBA

5.1. ®apmakonuHaMHuYecKHe CBOicTBA

dapMakoTepaneBTHYECKas IPyIIa: UMMYHOCTUMYJIATOPBI; IPYrie UMMYHOCTUMYJISTOPBI.

Kox ATX: LO3AX

Mexanusm neiicTBus, hapmakoanHamudeckue 3 ekt

IIpemapat  akTUBHU3HpYET  MpPOLECCHl  KJIETOYHOTO M TyMOPAJIbHOIO  HMMMYHMTETA.
NmmyHomoaynupytomuid 3¢ ekt oOyciopineH crumyisuuei B-nmumdounTos, aktuBanuein T-
xennepoB. JlepuHaT akTUBUPYET Heceln(UUECKYI0 PE3UCTEHTHOCTh OpraHu3Ma, ONTUMU3UPYS
BOCHAJIMTEbHBIC PEAKIUH, U UMMYHHBIH OTBET Ha OakTepuaibHble, BUPYCHbIE U TPHUOKOBBIE
anTureHsl. CTUMyYIHMpyeT penapaTMBHbIE U pereHeparopHble mporecchl. [loBblmaer
PE3UCTEHTHOCTh OpraHu3Ma K HH(MEKIUAM, PeryIHpyeT TeMOoT033 (CIocoOCTBYET HOpMAaU3aIllH

3
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ypciaa JIEMKOIMTOB, JIMM(OLKMTOB, I'PaHYJIOIHTOB, I:@éjléﬂu‘:lﬁ-'lg E"T}I%HI;T%]I): U06nanas

BBIPQKEHHOW  JMM(OTPOMHOCTEIO, npenapar  JlepyHar  CTUMYJIUPYET  JPEHAXKHO-
JNCTOKCUKAIIMOHHYIO (PYHKIHIO JIMM(ATUIECKON cucTeMbl. JlepuHAT CYIIECTBEHHO CHIKAET
YYBCTBUTCIIbHOCTD KJICTOK K HOBPCKIAOIMIEMY I[ef/'ICTBI/IIO XUMHUOTCPAINICBTUUCCKUX ITPLIIapaTOB U
nyueBoi Tepanuu. [lpemapar He oOnagaer ASMOPHOTOKCHMYECKHM, TEPATOTEHHBIM H
KaHICPOTCHHBIM IICﬁCTBHSIMH.

5.2. ®apMakoOKHHEeTHYECKHE CBOWCTBA

AbcopOumst U pacupereseHne

[Ipemapatr OBICTPO BcCachIBaeTCSI W pacHpeAessieTcss B OpraHax W TKaHSIX C ydacTHEM
SHA0IUM(PATHUECKOT0 IyTH TpaHcrnopra. OO6sagaer BHICOKOM TPOMHOCTHIO K OpraHam
KpPOBETBOPHOM CUCTEMBI, TPUHUMAET AKTUBHOE y4acTHe B KJIETOYHOM MeTa00JIM3Me, BCTPAauBasiCh
B KJIETOYHBIE CTPYKTYpbI. B a3y MHTEHCHUBHOIO MOCTYIJIEHUS Mpenapara B KPOBb MPOUCXOIUT
nepepacnpeiesieHne MexJy IUIa3Moil M (OpPMEHHBIMU 3JIEMEHTaMH KpOBH, MapajulebHO C
MeTaboaM3MOM U BbiBeieHHEeM. [locie 01HOpa30Boi MHBEKIIMU AJIs BceX (hapMaKOKMHETHUECKUX
KpPUBBIX, ONMCHIBAIOIIMX U3MEHEHHE KOHIIEHTPAILlMH IIpernapaTa B U3y4E€HHbIX OpraHax U TKaHsX,
XapakTepHbl ObicTpasi ¢a3za MoBbIIeHUs U ObIcTpasi (aza CHUKEHHUS KOHIEHTPALlUU B HHTEpBAJIe
BpemMeHu 5 — 24 uyaca. [lepuon monyswiBeneHust (T 2) mpu BHYTPUMBIIIEUHOM BBEJICHUU
coctaBisier 72,3 wyaca. JlepuHar OBICTpO pacmpenensieTcs 0 OpraHu3My, B TIpollecce
€XKEJIHEBHOTO KYpPCOBOTO MPUMEHEHUS! KYMYJIUPYETCs B OpraHax M TKaHSAX: MaKCUMaJbHO — B
KOCTHOM MO3Te, TUM(ATUYECKUX y3JaX, cele3eHKe, TUMYCe; B MEHbBIIEH CTENEeHU — B MEUYEHH,
TOJIOBHOM MO3re€, JKeIyAKe, TOHKOM M TOJICTOM KHUIIeuHHuKe. MakcumasbHasi KOHLIEHTpalus B
KOCTHOM MO3re OIpenensercs uepe3 S5 uacoB TMocie BBeAeHHs Imperapara. [Ipemapar
MIpeoJIoJieBaeT remaTo-sHIedannyeckuii 0apbep. MakcuManbHas KOHIIGHTpalMsl Ipernapara B
TFOJIOBHOM MO3re ocTuraercsa yepes3 30 MUHYT.

buotpancdopmartus v 3aMMUHAIAS.

JlepuHAT METa0OIM3UPYETCS B OpraHu3Me. DKCKPETUPYETCS U3 OpraHu3Ma (B BUE METAOOJIUTOR)
YACTUYHO C KaJOM U B OOJIBIIEH CTENEHN C MOYOH IO OMAKCIIOHEHIIMAILHOM 3aBUCUMOCTH.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTeJIbHBIX BelleCTB
HATPUS XJIOPH]L,

BOJIA ISl HHBEKIUH.

6.2. HecoBMecTUMOCTH
B cBs3M ¢ OTCYTCTBHEM HCCIICIOBAHUI COBMECTUMOCTH, JTAaHHBIHM JICKAPCTBEHHBIH Mperapar He
CIIEZIyeT CMEIINBATh C IPYTUMHU JIEKAPCTBEHHBIMU ITpETiapaTamMH.

6.3. Cpok roaHocTu (Cpox XpaHeHus )
5 ner.
He ucnonps3oBats HEBOCTpeOOBAHHOE COAECPKMMOE BCKPBITHIX (DTAKOHOB.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHHTH B 3aLIMIIEHHOM OT CBETa MeCTe, pU Temrieparype He Bbiie 25°C.

6.5. XapakTep M coaepkaHue NePBUYHON YIAKOBKH

ITo 5 mMa Bo ¢uakoHbI U3 OECLBETHOIO MJIM KOPHYHEBOTO CTEKJIA, TEPMETHYHO YKYIOPEHHBIE
PE3UHOBBIMH NMPOOKaMH M OOKaTaHHbIE KOJauKaMH aJIFOMUHUEBBIMHU C OTPBHIBHON IJIACTUKOBON
HAKJIAJKOM.

ITo 5 ¢nakoHOB MOMENIAIOT B YIIAKOBKY KOHTYPHYIO IJIACTUKOBYIO (IIOJI0OH), KOTOPYIO BMECTE C
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MHCTpYKLHUEH! [0 IIpuMeHeHmIo (TCTKoM-BKIadbiem) Hokémbot's fadiy 1 iaprbaa) <)

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHUYTOKEHHM  HMCIOJIb30BAHHOTO
JIEKAPCTBEHHOr0 TMpenapara WM OTX0JA0B, TMOJY4YEHHBIX TMOCJe NpPUMeHeHus
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMYJSINHH ¢ TPenapaToM

Oco0ple TpeOOBaHMSI OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUASA

Poccniickas @enepanns

000 «Papmllax»

127521, r. MockBa, AHHEHCKHIA TTPoe3 1, JoMoBiIaaeHue 7, crp. 1. ten.: (495) 739-52-98

7.1. IlpeacTaBUTEb J€PKATEISI PETHCTPANMOHHOIO Y10CTOBEPEHUSI

[IpeTen3un norpedbuTenel HapaBIATh 1O aAPeCy:

Poccniickas @enepanns

000 «Dapmllax»

127521, r. MockBa, AHHEHCKHUH poe3, JoMoBiaaenue 7, crp. 1. temn.: (495) 739-52-98, (495)
739-52-03, caiit: www.derinat.com.

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSI

9. TATA TIEPBUYHOMN PEIMCTPAIIMM (IIOATBEPXJIEHHUS PETMCTPAIINU,
HEPEPET'UCTPALIUN)
JlaTa nmepBoil perucTpauu:

10. JATA IEPECMOTPA TEKCTA

OO1as xapakTepHuCcTUKa JIEKapCTBEHHOT O npenapata Jlepunar nqoctynHa Ha HHGOPMalMOHHOM
nopTasie EBpazuiickoro S3KOHOMHUYECKOTO COI03a B MHPOPMAITMOHHO-KOMMYHUKAIIMOHHON CETH
«MuTepuer» https://eec.eaeunion.org.
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