COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.09.2025 N= 23327

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHIHOPG TIPEITAPATA 100

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Herupusun, 10 Mr/mi, Karmm yisi npueMa BHYTPb

2. KAYUECTBEHHBIN U KOJIMYECTBEHHbBII COCTAB
[elicTByroliee BEUIECTBO: LIETUPU3HH.
1 mu mpenapara conepkut 10 Mr HeTupru3uHa TUTHIPOXIOPUIA.

BcrniomorarennHbie BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: METHJIIaparuapoKcHOeH30ar, MPONUIIaparuIpoKCHOeH30ar, TITUIEPOIT
(cM. pazmen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kannu s npuema BHyTpb

[Ipo3paunplii, OECIIBETHBIN HIJIA CJIETKA KOPUYHEBATHIM PACTBOP C XapaKTEPHBIM 3aMIaXOM.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO

[{eTpH3KH IMOKa3aH K MPUMEHEHHIO Y B3POCIBIX M JICTCH B BO3PACTE OT 6 MECSIICB M CTapIIe JIIs
oOJieruyeHns:

® HA3aIbHBIX M  IJA3HBIX  CHMIITOMOB  CE30HHOTO  (MHTEPMUTTHPYIOLIETO) H
KpPYTJIOrOJUYHOIO (TEPCUCTUPYIOLIET0) AJUIEPrUYECKOr0 PUHUTA M AJUIEPTHUYECKOTO
KOHBIOHKTUBHTA: 3yJa, YUXaHUS, 3aJI0)KEHHOCTH HOCA, PHUHOPEH, CIE30TEUEHUS,
TUIIEPEMUN KOHBbIOHKTUBBI,

® CHUMIITOMOB XpPOHUYECKOW MIMONATHYECKONW KPATUBHUIIBL.
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie
Pexomennyemas no3a coctasisier 10 mr (20 kamens) 1 pa3 B CyTKHU.

AJNbTepHATUBHO, 1032 MOXKET OBITh pa3JiejiaHa Ha JIBa MpUeMa.
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N3-3a BO3MOXXHOTO CHIDKEHUS (YHKIMHM IOYEK PEXUM [O3UPOBaHUS IMpernapara cleayer

KOppeKTHpoBaTh (cM. moapaszzaen «I[lanuenTs! ¢ HapyieHneM (GpyHKIUH odek» paszena 4.2).

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

[Tockonpky npenapat LleTupu3uH BBIBOOUTCS U3 OpraHW3Ma B OCHOBHOM IOYKaMHu (CM. pas3fen

52), P HCBO3MOKHOCTH AJIbTCPHATUBHOT'O JICUCHU A MTAITUCHTOB C MOYCYHOMN HEAOCTATOYHOCTBIO

PEKUM JJO3MPOBAHUS Iperapara CleayeT KOPPEeKTHPOBAaTh B 3aBUCUMOCTH OT (DYHKIIMH TMOYEK
(ckopocTs ki1y60ukoBoii punbTpanuu (CKD)).

[Tpu ncnonb3oBaHUK TaOIMIIBI AJIT KOPPEKTUPOBKHU 103bl KiaupeHc kpearunuHa (KK) momxen

OBITH pacCUMTaH B MJI/MUH.

KK IJI1 MYKYUH MOXKHO pacCYUTaTh, UCXO U3 KOHICHTPAMU CBIBOPOTOYHOI'O KpCaTUHUHA, 110

cnenyroriei Gopmye:

KK (mn/Mun) =

[140 - Bo3pact(roasl)] X Macca Tena (Kr)

72 x KKcesopor (MT/m1)

KK 1151 s)keHIIIMH MOKHO PacCUMTaTh, YMHOKHUB TTOJIydeHHOE 3HAaUeHUE Ha K03 dunmeHT 0,85.

Jlo3upoBaHue y B3pOCIIbIX NAUEHTOB C TOYEYHOM HEJOCTATOUYHOCTHIO

NanucHThI, HaXOoJAIIUECA Ha
JAaIn3e

IMoueuynast HegocTaToOUHOCTHL | CK® (Ma/muH) | Peskum 103upoBaHus
Hopma >90 10 mr (20 xamens) 1 pa3 B n1eHb
Jlerkast 60 — 89 10 mr (20 xanens) 1 pa3 B 1eHb
Cpenusis 30-59 5 wmr (10 xamenp) 1 pa3 B 1eHb
Tsoxenas 15 — 29 (ue |5 wmr (10 kanens) yepe3 JI€Hb
Tpedyromue
JMaan3a)
TepmunanbHas  cragus — | <15 IpUeM mpernapara MPOTUBOIOKA3aH (CM.

paznen 4.3.)

THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

VY maumeHToB ¢ HapylIeHHEM TOJBKO (DYHKIIMM MEUEHH KOPPEKIUH PeKUMa JO3HPOBAHUS HE

Tpedyercs.

Tayuenmoi ¢ HapywieHuem yHKyuY neyeHu u noyex

VY manueHToB ¢ HapylIeHueM U QYHKIIMY TIeUYeHH, U QYHKIIUHU TOYEeK PEKOMEHIYETCsl KOPPEKIIHS
JO3UPOBaAHUSA (CM. TAOJIUITY BBIIIIE).
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CTH

Jlemu om 0 0o 6 mecsuyes

be3onacHocTh 1 3pPekTHBHOCTH y feTeit B Bo3pacTe oT 0 10 6 MecsIIeB HEe YCTaHOBJIEHBI. JlaHHBIE
OTCYTCTBYIOT.

Jlemu om 6 0o 12 mecsayes

2,5 mr (5 xamens) 1 pa3 B nenb. [Ipumenenue y nereit ot 6 10 12 MecsieB BO3MOXHO TOJBKO 1O
Ha3HAYCHUIO Bpaya U MOJ CTPOrUM MEIUIIMHCKUM KOHTpOJIeM!

Jlemu om 1 200a 0o 6 rem

2,5 mr (5 xamens) 2 pasa B JICHb.

Jlemu om 6 0o 12 nem

10 mr (20 xamens) 1 pa3 B JeHb.

AJNBTEpHATUBHO /1032 MOXKET OBITh pa3/ienieHa Ha aBa npuema (o 10 kamens yTpoM U BE4epoMm).
[TponomKUTETEHOCTD JI€UEHUS HE T0JKHA MPEBHIIATh 4 HEJeNb.

Jemu cmapwe 12 nem

10 mr (20 xamens) 1 pa3 B 1eHb.

WNuorna nauansHOM 10361 5 Mr (10 Karmens) MOKET OBITh JOCTATOYHO, €CITU ATO IMO3BOJISET TOCTHYb
YAOBJIETBOPUTEIBHOTO KOHTPOJISI CHMIITOMOB.

Y oOemeii ¢ noueunou nedocmamouHocmwlo 103y CIENyeT MNOAOMPATh WHIUBUIYaJbHO B
3aBUCUMOCTH OT (pyHkImu nouek, KK, Bo3pacra u maccel tTena.

Cnooco0 npuMeHeHus

BuyTpp, He3aBUCHMO OT mpuema nuiy. J[ias mpueMa Kalid MOXHO HaJIWTh B JIOKKY WM
pa30aBuTh HEOOJBIIMM KOJMYECTBOM BOABI M MPUHUMATh BHYTpPbh. Pa30aBiieHHBIN pacTBOp
ClelyeT MPUHSATH cpa3y.

4.3. [IpornBONOKA3aHUSA

e [unepuyyBCTBUTENBLHOCTh K I[ETHPU3WHY, THIPOKCH3WHY, JIPYTHMM IPOU3BOTHBIM
MUIepa3Ha WK K JI00OMY M3 BCIIOMOTATENIbHBIX BEIISCTB, MEPEYUCICHHBIX B pa3Jieiie
6.1;

e TepMHUHalIbHAs cTaaus nodeyHou HegocrtaTouHocTH (CKD < 15 mu/mun).
4.4. Oco0ble yKka3aHusi H MepbI IPE0CTOPOKHOCTH NPU NPUMEHEHUHT

VY nanMeHToB ¢ MOBPEXKIECHUEM CIIMHHOTO MO3ra, TMIEepIUIa3ueid MpeACTaTeIbHOW JKeJe3bl, a
TaKKe MPU HAJIUYMHM JIPYTUX TpeIpacroiaralomux (akTOpoB K 3aJepKKe MOYM, TpeOyercs
cOOJTI0ICHHE OCTOPOXKHOCTH, TaK KaK IETHPU3UH MOXKET YBEIIMUMUBATh PUCK 3aJICPKKA MOYH. Y
MalMeHTOB C TIOYEYHON HEIOCTATOYHOCTHIO PEXHUM JO3WPOBAHUS TMperapata ClIeayeT
KOppekTupoBath (cM. pasaen 4.2). M3-3a BO3MOXHOTO CHIKCHUS (DYHKIUU TOYEK Y MAIeHTOB
MOKUJIOTO BO3PACTa PEXUM JO3UPOBAHUS Iperapara cieayeT KOppeKTupoBath (cM. pasznen 4.2).
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PexomeH0BaHO €OOJIIOMATh OCTOPOXKHOCTH TIPH npnﬁ%ﬁ%ﬁ%ﬁ%g'%ﬁggﬁ%%o C

JIKOTOJIEM MJIM TpenapaTaMy, YyTHETAIoIUMH IeHTpanbHyto HepBHYI0 cuctemy (LIHC), Tak xak
LETUPU3UH MOXKET MPUBECTU K MOBBIIIEHHONW COHIMBOCTH. OCTOPOKHOCTD CIIEAYyeT COOII0AATh y
MALAECHTOB C JIUJICIICUEN U IOBBIIICHHOM CyJOPOKHOM TOTOBHOCTBIO. Ilepen HazHaueHueM
IIJIEPTrOJIOTUYECKHUX MTPOO PEKOMEHI0OBAH TPEXIHEBHBIN «OTMBIBOYHBII MIEPHOJ] BBUIY TOTO, UTO
6s0katopbl Hi-rucTaMMHOBBIX PELENTOPOB HMHIHOMPYIOT Pa3BUTHE KOXKHBIX AJJIEPrHYECKHX
peaxuuii.

BBuay noreHnMaibHOIO YrHETAIOLIETO BIMSHUSA Ha LEHTPAJIbHYI0 HEPBHYIO CUCTEMY CIIELYET
co0JII0IaTh OCTOPOXKHOCTD IIPY Ha3HaueHUHM mpemnapara Lletupusun aetsm B Bo3pacte ot 6 10 12
MecsI1IeB, 0COOEHHO MPH HAIMYUM CIEAYIOIUX (PaKTOPOB pUCKA BO3HUKHOBEHHS CHHIPOMA
BHE3aITHOM JIETCKOM CMEPTH, TAKUX KaK (HO HE OTPaHUUYMBASICh ITUM CIIUCKOM):

— CHHJIPOM artHO? BO CHE WJIM CHHJIPOM BHE3aITHOM JIETCKON CMEpPTH AETEH IpyaHOr0 Bo3pacTa y
OpaTa WM CecTpshl;

— 3710ynoTpediieHue MaTepy HAPKOTUKAMU HJIM KYPEHHEM BO BpeMsl OEpEMEHHOCTH;
— MoJioio# Bo3pacT Matepu (19 et u Mmomnoxe);

— 370ynoTpediieHue KypeHHEeM HSIHU, YXaKUBAIOIIEH 3a peOeHKOM (0/IHA Mayka CUTapeT B JIeHb
nuim 6oee);

— ACTHU, PCTYJIAAPHO 3aChIIIAONUEC JTUIOM BHU3 U KOTOPBIX HC YKIIAABIBAIOT HA CIIMHY,

— HEJIOHOIIEHHBIE (TECTAllMOHHBIA BO3pacT MeHee 37 HeeNb) UM POXKIECHHBIE C HEA0CTaTOYHOU
Maccoit Tena (Huxke 10-ro mepreHTHIs 0T FeCTaIlMOHHOTO BO3pacTa) JIETH;

— IIpY COBMECTHOM IIPUEME IIPENAPATOB, OKAa3bIBAIOIINX YTHETAIOIIEE BIUSHUE HA LIEHTPAIbHYIO
HEPBHYIO CUCTEMY.

BcnoMorarebHEIC BEISCTBA

MetunnaparupokciuOeH30aT 1 MPONMINaparuIpoKCHOeH30aT MOTYT BBI3bIBATh JlJIEPrUYECKHE
peakuuu (BO3MOXKHO € 3aJIep>KKoi) (cM. paznen 4.8).

['u1iepost MOXKET BBI3BIBATH TOJIOBHYIO 00JIb, PACCTPOIMCTBO JKEIyAKa U AUAPEIO (MIOHOC).

4.5. BzaumoneiictBue ¢ JAPYrMMH JICKAapCTBEHHBIMH IpenapaTtamMM W [Jpyrue BHABI
B3aMMO/EHCTBUA

OnHOBpEeMEHHOE TMPUMEHEHHE C  a3UTPOMUIIMHOM, ITUMETHUIMHOM, SPUTPOMHIIMHOM,
KETOKOHA30JIOM WJIM TCEBA0A(EIPUHOM HE BIHMSIET Ha (PapMaKOKMHETHUECKHE IapaMeTphl
netupusnHa. ®apMakOKHHETUUECKUX B3aUMOJICHCTBHI HE Ha0101a710Ch. COTJIACHO UCTIBITAHUSM
in vitro, UETUPU3UH HE BIUACT HA 3P PEKT CBsI3bIBaHUS Oenka BapdapuHa.

OnHOBpEMEHHBII TpHUEM a3UTPOMHIIMHA, HPUTPOMMIIMHA, KETOKOHA30j7a, TEeOPHUIMHA U
nceBAod(deprHa HE BBIBUI CYIIECTBEHHBIX H3MEHEHUH B KIMHUYECKHUX J1a00paTOpPHBIX
MOKa3aTeNsX, )KU3HEHHO BaXKHBIX (PYHKIMIX U 3JIEKTPOKapIUOrpaduH.

B uccnenoBannu ¢ 0THOBpeMEHHBIM IiprieMoM TeoduiuinHa (400 Mr B 1eHb) U netupu3uHa (20 mr
B JIeHb) OBLIO OOHAPYXEHO HE3HAYUTEIHHOE, HO CTATUCTHYECKH JIOCTOBEPHOE TOBBIIICHUE
24 - gacoBoit AUC (mnomaau o kpuBoit) Ha 19 % nns nerupusuna u Ha 11 % muis Teodpunnmna.
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COOTBETCTBEHHO Ui IeTupu3nMHa M TeodmwuinHa. OTHOBPEMEHHBIH KIMPEHC IETHPHU3HHA
yMeHbIIHICS Ha -16 %, a Takxe Ha -10 % B cmyyae TeopWIIIMHA, KOTJA ETUPU3UH PUHUMAIH
NalMEHThl, KOTOPbIE paHee MOTyYasH JieueHue TeOPHUIMHOM. TeM He MeHee, MPEeALIeCTBYIOIIee
JeYCHHE LETUPU3MHOM HE OKas3ajlo CYIIECTBEHHOIO BIHUSHUS Ha (apMaKOKHHETHUYECKHUE
napameTpsl TeoOpUIUIHHA.

[Tocne ogHOKpaTHOTO MpHUeMa netupuszrHa B go3e 10 mr addexr anxoromns (0,8 %o) 3HaAUUTENBHO
HE YCHJIMBAJICS; CTATUCTUYECKH 3HAUMMOE B3aMMOJICHCTBHE C 5 MI' 1na3zenama ObLIO JIOKa3aHo B
OJIHOM U3 16 ICUXOMETPUUYECKUX TECTOB.

OnHoBpemeHHbIN TipueM 10 Mr neTupu3nHa B I€Hb C TJIUMHU3UIOM MPUBEN K HE3HAYUTEITLHOMY
CHIDKEHHUIO TOKa3aTeNei TIIOKO3bl. JTOT 3P (dEeKT He MMeeT KIMHUYECKOro 3HadYeHHs. TeM He
MeHee, PEeKOMEHIYEeTCsl pa3/IebHbIN MPUEM — MIUIU3HU] YTPOM U HETUPU3HH BEUEPOM.

CrernecHb BCachIBaHUS HOCTUPHU3NHA HC CHUKACTCA MpPU OAHOBPCMCHHOM IPHUEMC IHUIIU, XOTA
BCAaCbhbIBaAaHHC 3aMCAJIACTCA Ha 1 gac.

B nccnenoBanny ¢ MHOrOKpaTHBIM prueMoM putonasupa (600 Mr 1Ba pa3a B IeHb) U HETHPU3UHA
(10 Mr B 1eHbB) CTENEHb SKCIIO3UINH IIETUPU3MHA ObLTa yBenndeHa npuMmepHo Ha 40 %, B To Bpemst
KaK 3KCIIO3UIIMS pUTOHABUPA HE3HAUNTENbHO u3MeHumach (-11 %) BciencTBue comyTCTBYIOMIETO
pueMa LeTUpU3NHa.

4.6. PepTUIBHOCTD, 0€PEMEHHOCTb U JIAKTAIUSA

bepemeHHOCTD

JlaHHBIE 110 MPUMEHEHHIO IETHPU3HHA BO BpeMs 6epeMenHocTr orpanndeHsl (300—1000 ncxomon
O0epemenHoctn). OmHAKO HE BBIBICHO cliydaeB (OpMUpOBaHUS TIOPOKOB Pa3BUTHS,
SMOPHOHAIBHON W HEOHATAIbHOW TOKCUYHOCTH C YE€TKOW MPUIMHHO-CJICICTBEHHOH CBS3BIO.

3KCHepI/IM€HTaHBHBIe HUCCIICOOBAaHUA Ha XHUBOTHBIX HC BbIABUIIN KaKI/IX-JII/I6O MNpsMBIX HIIN
KOCBEHHBIX HEOJIaronpusTHhIX 3P (HEKTOB IETUPU3MHA Ha PA3BUBAIONIUICS TUIO (B TOM YHCIE B
MOCTHATAJIHHOM IEPHOJIC), TeUCHNE OEPEMEHHOCTH U TTOCTHATAIHLHOE Pa3BUTHE.

[Ipu GepeMeHHOCTH cCieayeT NMPUMEHSTH C OCTOPOKHOCTBIO, B Clyyae €CH IpearoiaraeMmast
10JIb3a MaTEPH IPEBBIIIACT NOTCHIUAIBHBIX PUCK JJIA IIOAA.

JlakTamus

LeTupusuH 3KCKpETUPYETCA € IPYAHBIM MOJIOKOM. LleTupu3uH BbIIEISAETCS B TPYIHOE MOJIOKO B
kosmgectBe 25 — 90 % OT KOHIEHTpAlMH B IJIa3Me€ KPOBH, B 3aBUCHMOCTH OT BPEMEHHU OTOOpa
npo6 mocne mpuema mnpenapara. HexxenarenbHble peakiuy, CBS3aHHbIC C IIETUPU3HHOM, MOTYT
HaOJI0AaThCS Y TPYIHBIX JCTEH.

B mepuon rpyaHoro BckapMIIMBaHHS CIEAYET NMPUMEHSATh C OCTOPOKHOCTBHIO, B CIy4yae €clid
mpeJoiaraeMas 1moJib3a JijIsi MaTepH MPEBHIIIaeT MOTCHIMATBHBIA PUCK JIJIS peOCHKA.

DepTUILHOCTE

ﬂOCTynHBIe JaHHBIC O BJIHMJIHHH Ha (bepTI/IJ'IBHOCTI) YCJIOBCKAa OrpaHUYCHBI, OJHAaKO
OTPpUILATCIILHOTO BIIUSAHUA HA q)epTI/IJIBHOCTB B HCCJIICJOBAHUAX HA ) KUBOTHBIX HC BBISIBJICHO.



COOTBETCTBYET JKCNEPTHOMY ITLET.-

ot 23.09.2025 Nz 23927

4.7. Biusinue Ha CMOCOOHOCTH YNPAaBJISATH rpancn&&nn&@lt&nzﬁﬂmﬁﬁ Tp:’a981:41lb c

MEXaHU3MaMHU

LleTpu3uH MOKET MPUBECTH K TOBBIIIIEHHON COHJIMBOCTH, CJIEZIOBATEIbHO, penapar Lletnpusun
MOKET OKa3blBaThb BIHUSHUE HAa CHOCOOHOCTh YIPAaBISATh TPAHCIOPTHBIMU CPEACTBAMU,
MEXaHU3MaMH.

4.8. HexenaTeabHbIEe peakunu

Pesrome mpoduist 6e3onacHOCTH

ﬂaHHble, NnoJly4€eHHble 6 KIUHUYECKUX UCCEe00B8AHUAX

0Ob30p

Pe3ynbrarsl KIMHUYECKUX UCCIEN0BAaHUN IIPOJEMOHCTPUPOBAIIN, YTO IIPUMEHEHUE LIETUPU3MHA B
PEKOMEHI0BaHHBIX /103aX MPUBOJIUT K Pa3BUTUIO HE3HAYUTEIBHBIX HEXKENATENbHBIX 3 (HEKTOB Ha
IMHC, BKkII04ast COHJIMBOCTh, YTOMIIIEMOCTh, TOJIOBOKPYKEHHE U TOJIOBHYIO 00J1b. B HEKOTOPBIX
ciydasix ObUIa 3aperucTpupoBaHa napagokcanbHas ctumyisinus LIHC.

HecmoTpss Ha TO, YTO LETUPHU3UH SBIAETCA CEJNEKTUBHBIM OJOKaTOpoM mepudepruieckux
Hi-penienTopoB 1 MpakTHYECKH HE OKA3bIBACT AaHTUXOJIMHEPIHUYECKOTO JeHCTBUS, COOOIIAIOCh O
€IMHUYHBIX CIy4asX 3aTPyIHEHHs] MOUYCHCITYCKaHHs, HAPYIICHUAX aKKOMOJAIIMH U CYXOCTH BO

pTy.

Coobmanoch 0 HapymieHUsX (DYHKIUHM TEYCHH, COMPOBOXKIAIOIIUXCS IOBBIIICHUEM YPOBHS
AKTHBHOCTH TI€YCHOYHBIX (EPMEHTOB M YypOBHS OuiaupyOmHa. B OonbmIMHCTBE CiydyaeB
HE)KeJaTeNbHBIC SBJICHUS Pa3pelIainch MOCie MPEeKpaIIeHUs IpueMa IeTHPU3NHA.

Ilepeuensb nHeoxceramenbHblx noHouYHbIX peaxyuti

HmeroTcs NaHHBIE, TMOMY4YEHHBIE B XOJ€ JBOWHBIX CIIENBIX KOHTPOJUPYEMBIX KIMHHUYECKUX
UCCIICIOBAaHUM, HANpaBIEHHBIX Ha CPaBHEHUE LETUPU3MHA M IUanebo WiM Jpyrux
AQHTUTUCTAMUHHBIX IIPENapaToB, IPUMEHSIEMbIX B PEKOMEHJOBaHHbIX 103ax (10 Mr onuH pas B
CYTKH JJIs1 ieTupusnna) 6osee ueM y 3200 marueHToB, HA OCHOBAaHUHU KOTOPBIX MOKHO IIPOBECTH
JIOCTOBEPHBII aHAIN3 JAaHHBIX IO OE30MAaCHOCTH.

CormacHo pe3ysbTaTaM 00bEIMHEHHOTO aHan3a, B IIAe00-KOHTPOJIUPYEMBIX HCCIICTOBAHUSIX
pU TMPUMEHEHUH IMeTHpu3uHaA B 03¢ 10 Mr ObUIM BBISIBICHBI CICAYIOIIME HEXKEIaTeIbHBIC
peakiuu ¢ yactotoit 1,0 % wiu Bbiwe:

HesxkenarenbHble peakunu (Ha ocHoBanuu | Lerupusun 10 mr Iinanedo
CHCTEMHO-OPraHHOM KJIaccu(puKanmu (n =3260) (n=3061)
(COK))

Tcuxuueckue napyuwenus

COHJIMBOCTD 9,63 % 5,00 %
Hapywenus co cmoponul nepsHoii cucmemul

['onoBokpyxeHue 1,10 % 0,98 %
["onoBHas 6011 7,42 % 8,07 %
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Hapywenus co cmoponer Ovixamenvhoi (MOCMEAOBATENSHOUC TH 0004)
cucmemvl, 0p2aHO8 2pPYOHOU KIemKu U

cpedocmeniist 1,29 % 134 %
@apuHTUT

Kenyoouno-kuweunvie HapyuieHus

boxb B xxuBOTE 0,98 % 1,08 %
CyxocTb BO pTY 2,09 % 0,82 %
TomHOTA 1,07 % 1,14 %
Obwue Hapywienus u peakyuu 6 mecme

668e0eH s

YToMIIsIEMOCTh 1,63 % 0,95 %

XO0T4 4acTOTa CJIy4aeB COHJIMBOCTH B IPYIIIE LHETUPU3MHA BBIIIE, YeEM TaKOBasl B TpyIIe mianeoo,
B OOJIBIIMHCTBE CIy4yaeB ATO HEXEIATENIbHOE SBJICHUE OBUIO JETKOM MM YMEPEHHOM CTENeHH
TsokecTH. [Ipy OOBEKTHBHOW OIICHKE, MPOBOJUMOM B paMKax JPYrHX HCCIEeIOBaHUN, ObLIO
MOATBEPKIEHO, YTO IIPUMEHEHUE LICTUPU3NHA B PEKOMEHIOBAHHON CYTOYHOM J103€ Y 340POBBIX
MOJIOJBIX JOOPOBOJIBIIEB HE BIMUAET HA UX NOBCEJHEBHYIO aKTUBHOCTb.

emu

B mnane60-KOHTpOIMPYEeMBbIX KIMHUYECKUX HCCIAEAOBAHUAX y JeTel oT 6 mecsieB a0 12 mer
OBLTN BBISIBJICHBI CIICTYIONTNE HEXEIAaTeIbHbBIE PEaKIuy ¢ 4acToToi 1 % u BhIIIE:

HexenatenbHble peakiuu (HA OCHOBAHUM HeTupusun I[nanedo
COK) (n =1656) (n=1294)
Ilcuxuueckue napywenus

COHIUBOCTH 1,8 % 1,4 %

Hapywenus co cmoponvl OvixamenvHoll
cucmemvl, OpeaHO8 2SpPYOHOU KIemKu U
cpedocmeniist

Punwnt 1,4 % 1,1 %
JKenyoouno-kuweynvle HapyuieHus
Huapest 1,0 % 0,6 %
Obwue Hapywienus u peakyuu 6 mecme

86e0eHUs
YToMIIs1eMOCTh 1,0 % 0,3 %

OnBIT DOCTPETUCTPAIMOHHOI0 IIPHUMEHCHUS

ITomuMo HeKenaTeIbHBIX HBHGHHﬁ, BBISIBJICHHBIX B XOAC€ KIIMHHYCCKHX I/ICCJIGI[OBaHI/Iﬁ u
OMMCAHHBIX BBIIIC, B paMKaxX MOCTPCTUCTPAIMOHHOI0 MNPUMCHCHHA Ipcrapara Ha6J'IIO,Z[a.HI/ICB
CIICAYIOINEC HCKCIIATCIIbHBIC PCAKIINH.

PesroMe HexxenaTeabHbIX peaKIIni

HesxenarenbHbIe peakIiy pacipeIeIeHbI II0 CHCTEMHO-OPTaHHBIM KJIACCaM C YKa3aHUEM YaCTOTHI
WX BO3HMKHOBEHHUS: oueHb 4dacto (>1/10), wacto (=1/100, no <1/10), newacro (>1/1 000, HO



COOTBETCTBYET JKCNEPTHOMY lT'~ET.-'
ot 23.09.2025 N= 23327

<1/100), pexxo (=1/10 000, Ho <1/1 000), ouern peaxd (S1/16600) dicrora Hensmootus (na

OCHOBAaHHMHM UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

Hapywernus co cmoponsl kposu u JzuMd)amuquKoﬁ cucmembt.

OdeHb peKo: TPOMOOIIMTONICHUS.

Hapywenus co cmopounsbt uMMyHHOU cucmembt:

Penko: peakuus runepuyBCTBUTEIBHOCTH.
OueHb peako: aHAPUIAKTHIECKUH IIIOK.

Hapywenus MemaboauMa U NUMAHUA

YacToTa HEM3BECTHA: MTOBLIIIICHUE aIlIICTHUTA.

Hcuxuweckue napyuienus:

Hewacro: Bo30yx)eHue.
Penko: arpeccusi, CllyTaHHOCTh CO3HAHUS, EMPECCHS, TALUTIONUHAIINN, OECCOHHUIIA.
OueHb penko: THK.

YacroTa HEHW3BECTHA: CYHMIMIAJIbHBIC MBICIH, HApyHICHHs CHa (BKJIIOYas KOIIMapHBIC
CHOBUJICHUSA).

Hapywenus co cmoponsi HepsHoU cucmembl.

Heuacro: mapectesus.

Penxo: cynoporu.

OdeHb peKo: U3BpAIEHUS BKYCa, TUCKUHE3HSI, TUCTOHHUS, 0OMOPOK, TPEMOP.
YacroTa HeM3BeCTHA: HapyUICHHE [TaMATH, B TOM YHCJIE aMHE3HsI, IIIyXOTa.

Hapywenusa co cmoporsl opeana 3peHusi:

OdeHb peaKo: HapylIeHUEe aKKOMOJAINH, HEYETKOCTb 3pEHUs, TOPCUOHHBIA HUCTArM.
YacToTa HEU3BECTHA: BaCKYJIUT.

Hapywenus co cmoponsl opeana ciyxa u Jzaéupunma:

YacroTa HEU3BECTHA: BEPTUTO.

Hapywenus co cmoponst cep()ua:

Penxo: Taxukapausi.

JKenyoouno-xuweunvle HapyueHus:

Heuacro: nuapes.
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Penko: meueHoyHash HEJOCTATOYHOCTH C W3MEHEHHWEM (DYHKIIMOHAIBHBIX TEUYEHOYHBIX IMPOoO
(ToBBIIIEHWE AKTUBHOCTH TPaHCAMHUHA3, MIETOYHOU (ocdarasbl, raMMa-IIyTaMuiITpaHchepasbl U
OmnMpyOnHa).

YacroTa HEU3BECTHA: I'E€AaTUT.

Hapywernus co cmoponsl koorcu u NOOKONCHLIX MKAHEI:

Heuacro: cbins, 3ya.

Penko: kpanuBHHUIIA.

OueHb pelIKO: aHTMOHEBPOTUUYECKUN OTEK, CTOMKAsH JISKAPCTBEHHAS dpUTEMA.
YacToTa HEU3BECTHA: OCTPBIN N€HEPAIN30BAHHBIN DK3aHTEMATO3HBIN ITyCTYJIE3.

Hapywenus co cmoporbl MblueyHoU, CKelemHol U COCOUHUMENbHOU MKAHU:

YacToTa HEU3BECTHA: apTPAJITUsl, MUAJITHSL.

Hapywernus co cmoponsl nouex u M0q€8b1606ﬂu4ux nymei:

OueHb penko: IU3ypusi, SHYpE3.
YacroTa HeM3BEeCTHA: 3a/IepPKKa MOYH.

061(/!”6 HAapywerusa u peaKkuyuu 6 vecme 66€0eHU:

Heuacro: acTeHusi, HEJOMOTaHHE.
Penko: nepudepudeckre oTexu.

ﬂa60pamopnble U UHCMPYMEHNIAIbHbLE oannvle:

PGI[KOZ IIOBBIIICHUWE MACCHI TCJIA.

Onwucanue OTACIBHBIX HEKEIATCIbHBIX PEaKIINI

[Tocne mpekpaiieHus MPUMEHEHUS] LETUPU3MHA ObUIM OTMEYEHBI CIy4yau 3yJa, B TOM 4YHCIIE
WHTEHCUBHOTO, U/WUJIM KPAITUBHUIIBI.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Ba)xHo co00mIaTh 0 M003peBacMBIX HEXKENIATEIbHBIX PEAKIUAX ITOCIEe PETHCTPALNH TIperapaTa ¢
Henbl0  00ecleueHus HENPEPHIBHOIO MOHHMTOPHHTA COOTHOIICHHS «IIONb3a — PHCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKIM pabOTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MI0JI03PEBACMBIX HEXKEIATENbHBIX PEaKLUAX JEKApCTBEHHOTO Ipernapara uepe3 HaIl[MOHAJIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeNbHBIX peaKIHUsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
KOHOMHUYECKOI0 COI03a.

Poccuiickag ®enepanus

®denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1
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Tenedon: +7 (800) 550-99-03 (MOCNENOBATENLHOCTL 0004)

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTH «HTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

Cumnromsl, Ha0II01aeMble TIPU TEPEO3UPOBKE LIETUPU3KHA, B OCHOBHOM CBSI3aHbI C BIUSHUEM
Ha IEHTPaJbHYI0 HEPBHYIO CHUCTEMY WM BO3MOKHBIM aHTHXOJIWHEPTUYECKUM JCHCTBHUEM.
CuMnroMsl Mociie MpueMa Mo KpalHeH Mepe MSATUKPATHOTO KOJUYECTBAa CYTOYHOW J103BI:
CIyTaHHOCTh CO3HAHWs, JAHapesi, TOJIOBOKPYKEHUE, YTOMIISIEMOCTh, TOJOBHas OOJIb,
HEJOMOTaHue, MUApHUa3, 3yH, OECIOKONCTBO, cemaTuBHBIA 3((EKT, COHIMBOCTH, CTYIIOD,
TaxuKapusi, TPEMOP U 3aJepKKa MOUHU.

JleueHue
Criermuduueckoro aHTHI0TA [IETUPU3HHA HE CYIIECTBYET.

B ciiydae nepeno3upoBKu peKOMEHAYETCs] CHMITOMAaTHYECKOE WK MOAIEPKUBAIOIIEe JICUEHHUE.
Cpa3y nociie mprema mnpemnapara MOXHO pacCMOTPETh BO3MOKHOCTh IIPOMBIBAHUS JKETyIKa WU
npreMa akTUBUPOBAHHOTO yTJIS.

HGTI/IpI/I3I/IH YaCTUYHO BBIBOJUTCA TPHU ICMOJHUAIIN3C.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMu4ecKue CBOCTBA

dapmakoTepaneBTUYeCKass TIpyIIa: aHTUTUCTAMUHHBIE CpPEIACTBA CHUCTEMHOIO JICUCTBUS;
IIPOU3BOAHBIC ITUIIEPA3HHA.

Kong ATX: RO6AEQ7

Mexannsm geiicTBus

Iletupu3uH — akTUBHOE BellecTBO npemnapara lletupusun — sBiasercd MeTaOOJIUTOM
THJIPOKCU3MHA, 001alaeT aHTUTUCTAMUHHBIM 3((GEKTOM C MPOTUBOAIUIEPTUYECKUM JECHCTBUEM.
LleTpu3nH OTHOCHTCS K TpyIIe KOHKYPEHTHBIX AHTAarOHUCTOB THUCTaMUHA U OJIOKUpYET
Hi-rucramMmuHOBBIE penenTopbl ¢ HEOONBUIMM BO3JCHCTBHEM Ha JIpyrHe pelenTopsl |
IPAKTUYECKH HE OKA3bIBAET aHTUXOJIMHEPIHUECKOI0 U AHTUCEPOTOHUHOBOTO I€HCTBUS.

Lletnpu3nH OKa3bIBaeT BIMSHUE HAa THUCTAMHH3AaBUCHMYIO CTQJIMI0 AJICPTUYECKUX PEeaKIni
HEMEIJICHHOTO MAEHCTBHS, a TAaKKe€ YMCHBIIAET MHIPAIMIO J03MHO(WIOB W OTPAaHMYMBACT
BBICBOOOXK/ICHHE MEIMATOPOB IIPH AIJIEPTUIECKUX PEAKIUAX 3aMeyIeHHOro Trma. [IpakTnaeckn
HE TPOXOIUT Yepe3 remMarodHiedanrndeckuil Oapbep H, CIeloBaTelIbHO, MOYTH HE CIIOCOOCH
JOCTHYB IIEHTPaJIbHBIX penentopoB Hi.

dapmakognaamMuyeckue P PeKTel
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yepe3 1 wac, JOCTUraso MakcuMyma co 2-ro mo 12-blif 4yac W Bce eme HaOlltoIanoch Ha
CTaTUCTHUYECKHU 3HAUMMBIX YPOBHAX uepe3 24 yaca. B jononHeHne K aHTUTHCTAMHUHHOMY (P GeKTy
HETUPU3UH TakXkKe 00J1aJaeT MPOTUBOBOCHAIUTENBHBIM (PPEKTOM U TEM CaMbIM OKa3bIBaeT
BJIMSIHHE Ha MO3/HION0 (Da3y ajuiepruieckoil peakium:

— npu jpo3e 10 Mr oauH WM IBa pasa B JACHb, MHTHOUPYET IO3AHIOI (a3y arperamuu
H03MHO(HIIOB B KOXKE;

—nipu 1o3e 30 Mr B JIeHb, THTUOUPYET BbIBEACHNUE 203MHO(MUIOB B OPOHXHAIBHYIO aJIbBEOJISIPHYIO
KUAKOCTD MOCIIE BBI3BAHHOTO AJUIEPIe€HOM OPOHXUATBHOIO CYKEHUS;

— I/IHFI/IGI/IpyeT BBI3BAHHYIO KAJUITMKPCUHOM MO3AHIOK0 BOCHAIMUTCIIbBHYIO PCAKIIUIO,

— MOJABJISIET KCIPECCUI0 MapkepoB BocnasieHus, Takux kak [CAM-1 wim VCAM-1;
— UHTHOMpYET AeHCTBUE THCTaMUHOIMOepaToB, Takux kak PAF wimm cyOcTanmus P.
5.2. ®apmakoKHHeTHYECKHE CBOMCTBA

AOGcopOuus

[locne mpuema BHYTph mIpenapaT ObIcTpo abcopOHpyeTcss U3 HKeTyJOYHO-KHIIEYHOTO TPaKTa.
dapMaKOKHMHETHYECKHE TTapaMeTphl HETHPU3MHA TPU €ro MPUMEHEHUH B J103aX OT 5 10 60 mr
M3MEHSIIOTCS JIMHEHHO. PaBHOBECHAs! KOHIIEHTpaUs 10CTUTAaeTCs yepe3 3 aHs.

dapMaKOKMHETHYECKUH PO b IETUPHU3HHA AaHAIOTHYCH Y B3POCIIBIX U JICTEH.

VY nereil mocne mpuema HETHPU3WHA B JI03€ 5 MI' KOHLEHTpAlMs aKTUBHOW CyOCTaHIUHM B
OpraHu3Me Takasi K€, KaK y B3pocibIX mnociie mpuema 10 Mr. Y B3pocibIX mocie mpuema
netupuznHa B 1o3e 10 mr makcumanbHas KOHHEHTpAUs (Cmax) B TUIa3M€ KPOBH JOCTUTAETCS
yepe3 1-2 yaca u cocrtaBiser 350 Hr/miu. Y gered mocie mprema IETHPU3MHA B J03€ 5 MT
MakcuMaibHas KoHUEHTpauus (Cmax) B IJIa3Me€ KPOBHU JOCTUTaeTcs depe3 1 yac u cocTaBiseT
275 ur/mn.

[Ipu npueme nerupusuHa B QopMe Kameidb MaKCHUMAJIbHbIE KOHLIEHTPAIMH B IIa3ME€ KPOBH
JIOCTUTAIOTCs ¢ 60s1ee BBICOKOW CKOPOCTBIO.

Pacnopenenenue

O6mwem pacnpenenenus nocie npuema 10 Mr cocrasisiet 35 JIUTPOB Y B3pOCIBIX, @ CBA3BIBAHUE C
Oenkamu maa3mMbl KpoBU — 93 %. Y nereit 00beM pacnpeneneHus mocie npueMa S Mr COCTaBIsieT
npuMepHO 17 IUTPOB.

He3naunTtensHOE KOIHMYECTBO LHETUPHU3KWHA BBIACIISICTCA B IPYJHOC MOJIOKO.

Buorpancdopmarus

V¥ B3pocnsix 60 % 1036l BHIBOJUTCS U3 OpraHrM3Ma B HEM3MEHHOM BHJI€ TOYKAMU.

DIMMUHALUSA

[Tocne mpuema 10 Mr y B3poCHbIX OOIMIMI KIUpeHC IeTupu3nHa coctasiser 0,60 mu/MuH/KT;
nepuon nonyBbeiBeneHus1 (712) cocraBnser npuMmepHo 10 uacoB. [IpueM HECKOIBKHX 103 HE



COOTBETCTBYET JKCNEPTHOMY ITLET.-

ot 23.09.2025 Nz 23927

n3MeHseT (hapMaKOKHHETHYEeCKHe napameTpsl. I[lpu HDHQIJIQ r}p—!zlf_'r‘z:lﬁﬁ%'a“g Eﬂ%ﬁ'm%&%% i'vm B

tedenue 10 gHeN KyMyJsIIMU LETUPU3HHA HE HAOII0aoCh.

[Tocne okoHuUaHUs JIEYEHUS YPOBEHb IETUPH3WHA B IUIa3ME KPOBU OBICTPO TaJaeT HIDKE
ompenensieMbIX mpeaesnoB. [IoBTOpHBIE ayIeproJoTHYECKUe TeCThl MOYKHO BO300OHOBHTH uUepe3
3 nmus.

JIroaM MOKUIIOr0 BO3pacTa

VY 16 noxuibIX JUI IPpU OAHOKPATHOM Ipueme npenapata B g03e 10 mr 71,2 Obu1 Beime Ha 50 %,
a CKOpOCTb BbIBeZIeHHs Oblia Huke Ha 40 % 1o cpaBHEHHIO C KOHTPOJIbHOU IPYIION.

CHMmKeHue KIMpEeHca LETUPU3MHA y MOKUJIBIX NAIlMEHTOB BEPOSITHO CBSI3aHO C YMEHBIIEHUEM
(YHKLINHU TOYEK y 3TON KaTerOpUH MalUeHTOB.

eTH
VY nereii ot 6 10 12 net 70 % 03B BHIBOAUTCS U3 OpraHU3Ma B HEU3MEHHOM BH/JIE€ TIOUKAMHU.
[Toce mpuema 5 Mr y neTeit o0l KIupeHc netuprusnHa cocrapiset 0,93 Mi/MUH/KT.

Ti2 y nereii ot 6 1o 12 net cocrapisier 6 yacoB, oT 2 110 6 jeT — 5 yacoB, OT 6 MecsLEeB 0 2 JIET —
CHMKeHo 110 3,1 yaca.

IToueunast He1OCTATOYHOCTD

VY manmueHTOB ¢ MOYEYHOW HEIOCTaTOYHOCTHIO JieTkoM cremenu TsokecTH (KK > 50 mun/muH)
(dbapMaKOKMHETHUECKHUE TMapaMeTpbl AHAJIOTHMYHBI TAKOBBIM Y 3J0POBBIX JOOPOBOJIBLIEB C
HOpMaJIbHOU (DyHKIIMEH MOYEK.

Y manueHToB ¢ MOYeYHON HeIOCTaTOYHOCTHIO cpenHeit ctenenu Tsokectr (KK 30—49 mu/mun) 71/
yaauHseTcss B 3 pasa, a oOummii kimpeHc cHikaerca Ha 70 % OTHOCHUTENBHO 3]I0POBBIX
JOOPOBOJIBIIEB C HOPMATIBLHON (PYHKIUEH MMOYeK.

VY manmenToB, Haxosamxcs Ha remonuanuse (KK < 7 mi/MuH), mpu nmpueme npenapara BHyTPb
B 03¢ 10 Mr oOmuii KIUpEeHC CHUXKAeTCs MpuOaM3uTeabHo Ha 70 % OTHOCHTEIBHO 30POBBIX
JOOpPOBOJIBIIEB C HOPMAJILHOUM (YyHKIIMEH MOYEK, a 712 YIIHHSIETCS B 3 pasa.

Menee 10 % netupusuHa yansercs B X0/1€ CTaHIapTHOM NpoLeayphl reMOAraIn3a.

IIeueHOYHAS HEAOCTATOYHOCTD

Y  [amMeHToB € XpPOHMYECKMMH  3a00JI€BaHUSIMH  TEYEHH  (TenaToLEIUIIONIAPHBIM,
XO0JIECTATHYECKUM U OMIIMAPHBIM IIUPPO30M) IIPU OJTHOKPATHOM IpHeMe npenapata B 1o3e 10 nim
20 mr T1/2 yBenunuuBaercs npumepHo Ha 50 %, a kiaupeHc cHuxkaercs Ha 40 % 1o cpaBHEHMIO CO
310pOBbIMH cyObekTamMu. Koppekius 103bl Heo0X0AMMa TOJIBKO B clydae, €Clid y MalueHTa ¢
NIEYEHOYHON HEJOCTATOYHOCTBIO UMEETCS TAKKE COMYyTCTBYIOIAS MTOYEYHAsl HEAOCTATOUHOCTb.

6. PAPMALIEBTHYECKUE CBOMCTBA
6.1. [lepevyeHb BCIOMOraTe/IbHbIX BelIeCTB

[IponuneHrauKob
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['munepon

Harpus caxapunar

Harpus anerara tpuruapat
MetunnaparupokcudeH3oar
VYKCycHas KucnoTa neAsHas
[Iponmnmaparuapokcudenzoar

Bona

6.2. HecoBMecTHMOCTD

He npumenumo

6.3. Cpok roaHocTH (CpOK XpaHeHHs )
5 ner.

ITocne mepBOro BCKPLITHS

6 MecsLEB.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH MPH XPAHEHU U
XpaHuTb 1pu TeMIiepatype He Boie 25 °C.

6.5. Xapakrep u cojep:kaHue NEPBUYHONH YIIAKOBKHU

ITo 10, 15 wnum 20 mu mpenapara BoO (pJIakOHBI TEMHOTO CTEKJIa THAPOIUTUYECKOro Kiacca 3 ¢
KaIleJbHUICH W3 MOJUATHICHA HHU3KOW IIIOTHOCTH M 3aBHUHYMBAIONICHUCS IMOJHUATHIECHOBOHU
KPBIIIKOM C KOHTPOJIEM MEPBOTO BCKPBITHSL.

Ha ¢akoHbI HaKJI€UBaIOT 3TUKETKH U3 OyMaru caMoKJIesIeincs.

Kaxnpiii QuakoH BMecTe C MHCTPYKUMEH 10 METUIMHCKOMY MPUMEHEHHIO (JIMCTKOM-
BKJIQ/IbIILIEM ) IOMEIIAIOT B TAUKy U3 KapTOHA.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JIJISl peain3aliu.

6.6. OcoOble Mepbl  NMPEJOCTOPOKHOCTH  TNPH  YHUUYTOKEHUM  HCIOJIb30BAHHOIO
JIEKAaPpCTBEHHOr0  Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCJe TPUMeHEeHHs
JIEKApCTBEHHOI0 Mpenapara, u Ipyrue MaHUMYJIsIHH C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus
000 «IOxDapm»

353821, Kpacnomapckuii kpaii, paiion KpacHoapmetickuii, ct-11a MiBaHoBckas, yi. JlyOunHcKkas,
. 65
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@akc: +7 (86131) 2-28-28
E-mail: info@yuzhpharm.ru
7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHUA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanys
000 «}OxDapm»

353821, KpacHogapckuii kpaii, paiion Kpacnoapmeiickuii, ct-ua MBanoBckast, yiu. JlyOuHckas,
1. 65

Tem.: +7 (86131) 5-35-65
Dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHMUSI
JITT-Ne(007407)-(PT-RU)

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJEHHSI PETMCTPAIIUW,
HEPEPEI'MCTPALIUN)

Jata nepBoii peructpanuu: 28 okTsa0ps 2024 T.

10. JATA IIEPECMOTPA TEKCTA

OO1as xapakTepucTUKa JIeKapcTBeHHOro npenapara Lletnpusun noctynHa Ha H”HGOPMalMOHHOM
noprtaiie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH
«uaTeprer» https://eec.eaeunion.org/.



