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OBIIAA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA
erpun, 10 Mr/mun, Karum 11 TpueMa BHYTPb.

2. KAYECTBEHHBIN 1 KOJIMMECTBEHHBIN COCTAB

JelicTBytoliee BENIECTBO: LIETUPU3HH.

Kaxnapiit Mt pactBopa cofepkut 10 Mr neTupuznHa AUTHAPOXIOPUIA.

1 xamsg pactBopa coaepxut 0,5 MI HETUPU3NHA AUTHUAPOXIOPUIA.

BcnomorarenbHbie BeliecTBa, HAIMYUE KOTOPHIX HANO yYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npenapara: MeTHIIaparuapoKkcuOeH30ar, MpomuIaparuapokcuoensoar (cm. pazaen 4.4).
[TonHbIi IepeyeHb BCIIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamnu nns npuema BHYTpb.
[Ipo3paunblii OECIIBETHBIN WIIH CBETIIO-KOPHUYHEBATHIA PACTBOD.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

[Ipenapar lleTpuH noka3aH kK MPUMEHEHUIO y B3POCIBIX U JETEH C 6 MeCAIEeB I 00JICTYCHHUS:

o HA3aJbHBIX M TJIa3HBIX CUMIITOMOB KPYTJIOTOJUYHOTO (TIEPCUCTUPYIOMIETO) U CE30HHOTO
(MHTEpPMUTTHUPYIOLIETO) aJUIEPTUYECKOTO PHUHUTA U aJUIEPTUYECKOT0 KOHBIOHKTHBHUTA — 3Y[a,
YnXaHbs, 3aJI0JKCHHOCTHU HOCA, PUHOPCHU, CIIC30TCUCHUA, TUIICPECMHUUN KOHBIOHKTUBLI,

o CUMITOMOB XPOHMYECKOIN HINONAaTUYECKON KPAaBHUIIBI.

IIpumenenne y aerei ot 6 10 12 mecsineB BO3MOKHO TOJIBKO 10 Ha3HAYEHHUIO Bpaia M 1OJ
CTPOTrMM MEeIHIIHHCKHM KOHTpPoOJeM!

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!
Pexum no3upoBanus

Bspocnvie

10 mr (20 xanens) 1 pa3 B AcHb.

AJNBTEpHATUBHO 71032 MOXET OBITh pa3jiesieHa Ha /1Ba mpuema (ro 10 xamens yTpoMm U Be4epoM).
Oco0ble rpynnbl NalUeHTOB

Tlayuenmul noxccunoco 6o3pacma

M3-3a BO3MOXKHOTO CHIKEHUS (PYHKIMHM TIOYEK PEXHUM JO3MPOBAHUS Ipenapara cleayeT
KOPPEKTUPOBATh (CM. MyHKT «llayuenmul ¢ Hapyuienuem hyHkyuu novex» paszaena 4.2).
Ilayuenmul ¢ Hapywenuem QyHKyuu novex

[Tockonpky npenapat LleTprH BEIBOAMTCS U3 OpraHM3Ma B OCHOBHOM TMOYKaMH (CM. paszen 5.2),
IpU HEBO3MOXKHOCTH QJIbTEPHATUBHOIO JIEYEHHs] MAI[MEHTOB C MOYEYHON HEJ0CTaTOYHOCTHIO
pEeXHUM J03UPOBAHUS IpernapaTa CleyeT KOPPEKTUPOBATh B 3aBUCUMOCTH OT (PYHKIIMH MOYEK
(cxkopocTts kiydboukoBoi punbrparuu [CKD]).

[Tpu ncnonb30BaHMK TAOIUIBI AT KOPPEKTUPOBKHU 103bl KiupeHc kpearnHuHa (KK) momxen
OBITH pacCYMTaH B MJI/MUH.
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cienyromen Gopmyie:

KK (Mn/MuH) = [140 — Bo3pacT (rozsr)] x mMacca Tena (Kr)

72 x KK cgpoporounsit (mr/ 1)
KK 1151 5)keHIIIMH MOKHO PacCUMTaTh, YMHOXKHMB TTOJIydeHHOE 3HaUeHUE Ha K03 dunmeHt 0,85.

Jlo3upoBaHKe V B3POCIIBIX MAMMEHTOB ¢ MOYSYHON HEJOCTATOUYHOCTEIO:

IMoyeyHasi HeTOCTATOYHOCTH CK® (mu1/MuH) Pesxxum no3upoBanus
Hopma >90 10 mr (20 xanens) 1 pa3 B ieHb
Jlerkas 60—89 10 mr (20 xanens) 1 pa3 B 1eHb
Cpennsis 30-59 5 wmr (10 xamens) 1 pa3 B 1eHb

15-29
Tsoxenas (me Tpebyrormme 5 wmr (10 xarresns) yepe3 ICHb
JTAan3a)
TepMmuHanbHAS CTaANUS — MAIUCHTHI, <15 [Tpuem mpemapara
HaXOJAIIMECS Ha TUAITN3C MTPOTUBOIIOKA3aH

Tayuenmoi ¢ HapyuwieHuem QYHKyuU neveHu
VY manueHToB ¢ HapylIeHHEM TOJBKO (DYHKIMM TEYEHH KOPPEKIUH PEeXUMa I03UPOBAHUS HE
Tpebyercs.
VY manuMeHToB ¢ HapyIICHWEM U (YHKIMU MeYeHU U (QYHKIMH MOYEK PEKOMEHIYETCS KOPPEKLIUs
JIO3UPOBAHUS (CM. TaOJIMILYy BBIIIE).
eTn
[Ipumenenue y aereir or 6 n0 12 MecsueB BO3MOXKHO TOJIBKO 10 Ha3HAUYEHHIO Bpaya U MOJ
CTPOTMM MEIUIIMHCKUM KOHTpoJieM!
Jlemu om 6 0o 12 mecsayes
2,5 mr (5 xamnens) 1 pa3 B JIeHb.
Jlemu om 1 200a 0o 6 rem
2,5 mr (5 xamnens) 2 paza B IeHb, YTPOM U BEUEPOM.
[IpoaomKUTENBHOCTD JIEUEHNUS HE TOJKHA IIPEBBIIATE 4 HEJENb.
Jlemu om 6 0o 12 nem
10 mr (20 xanens) 1 pa3 B AcHb.
[IpoaomKUTENBHOCTD JIEUEHNUS HE TOJKHA IIPEBBIIATH 4 HENENb.
AJNBTEpHATUBHO 71032 MOXET OBITh pa3jiesieHa Ha JiBa puema (ro 10 xamens yTpom U Be4epoM).
Jemu cmapwe 12 nem
10 mr (20 xanens) 1 pa3 B AcHb.
WNuorna wavanpHOM 10361 5 Mr (10 kamenb) MOXET OBITH JOCTATOYHO, €CIH ATO TO3BOJISET
JOCTUYb YAOBJIETBOPUTEIBHOIO KOHTPOJISI CHMIITOMOB.
JleTsiM ¢ moueyHON HEA0CTAaTOYHOCTBIO 103y KoppekTupyroT ¢ yuetoM KK u maccel tena.
Hemu 6 6o3pacme 0o 6 mecsayes
LerupusuH B Karisx AJis IpueMa BHYTPb HE CeyeT Ha3HauaTh (IPUMEHATH) Y IETEH B BO3pacTe
no 6 mecsneB. be3omacHoCTh M 3((EKTUBHOCTh IETUpU3MHA y JeTeld B Bo3pacte oT 0 10
6 Mecs1EeB HE YCTAaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.
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Cnoco0 IpuMeHeHus

BnyTtpsb.
[TpunuMath mpenapar ciaeiyeT BeuepoM, TaK KaK CUMITOMBI CTaHOBSITCS OoJiee BhIPRXKEHHBIMU

BEYEPOM.

[Tpu HeoOXOIMMOCTH TpenapaT MOXKHO 3alIUTh CTAKAHOM BOJIbI.

[Tpenapat MOXHO TPUHUMATH HE3aBUCUMO OT IIpUEMa MHIIIH.

Jlig kanenpHOTO 103UpoBaHus (hJIaKOH HEOOXOAUMO JIep:KaTh BEPTUKAIBHO, OTBEPCTUEM BHU3.

4.3. [IpoTuBONOKA3aAHUS

° I'MnepuyBCTBUTENBHOCTE K  LETUPU3UHY, TUIAPOKCU3HMHY, JIPYTUM IPOU3BOJHBIM
nuUInepasuHa Uil K JIIoOOMy U3 BCIIOMOTraTeNbHbIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.

. TepmunanpHas cTagusi TIOYEYHOH  HEIOCTATOYHOCTH  (CKOPOCTh  KITyOOUYKOBOI

¢mipTpanuu < 15 mi/MuH).

4.4. OcoOble ykazaHHMsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

BBuay noTeHIManbHOTO YrHETAIOUIErO BIMSHUS HA LEHTPAIbHYIO HEPBHYIO CHUCTEMY CIEAYET
co0JII0IaTh OCTOPOXKHOCTH MPU HazHaueHUHM npenapara LleTpun aetsM B Bozpacte oT 6 MecsleB
no 1 roma mpu HaIWYUM CIeAYIOMUX (AaKTOPOB PHCKA BOSHUKHOBEHHSI CHHApPOMA BHE3AITHOU
JETCKOW CMEPTH, TAKUX KaK (HO HE OTPAHUYUBASICH ITUM CITUCKOM):

- CHHJIPOM alHO? BO CHE WJIM CUHIPOM BHE3AMHOM JETCKOM CMEpPTHU NETEN TPYIHOIO
BO3pacTa y Opara UjH CecTphl;

- 370ynoTpedieHne MaTepu HapKOTUKAMU WM KypeHHEM BO BpeMsi 0epeMeHHOCTH;

- MOJI0101 Bo3pacT marepu (19 neT u Mmosoxe);

- 3JI0yMOTpeOJIeHNe KypeHUEeM HSHM, YXa)KHUBArOIIeH 3a peOCHKOM (OJHA MMavyka CUTapeT B
JIeHb U OoJee);

- JI€TH, PETYJISPHO 3achINaloIe JUI[OM BHU3 U KOTOPBIX HE YKJIAJbIBAIOT HA CIIUHY;

- HEJOHOILIEHHbIE (TeCTallMOHHBIA BO3pacT MeHee 37 Helenb) WM POXKIEHHBIE C
HEZ0CTaTOYHOW Maccoi Tena (Huxke 10-ro nepueHTuIs OT reCTallMOHHOTO BO3pacTa) JETH;

- COBMECTHBII MTPUEM IMPENapaToB, OKa3bIBAIOIINX YTHETAIONIEE BIUSHUE HA LICHTPAIBbHYIO
HEPBHYIO CUCTEMY.

Y nauMeHTOB € MOBPEXIAECHUEM CIIMHHOTO MO3ra, TMIIEPIUIa3Ued MPEICTATENbHOM KEe3bl, a
TakKe MPH HAMYMM JPYTHX Mpeapacroaraiimux (akTopoB K 3aJepKKe Mouyu Tpedyercs
COOJIIOJICHHE OCTOPOKHOCTH, TAaK KaK [ETUPU3UH MOKET YBEJINUMBATH PUCK 3aCPKKU MOYH.

VY nanueHToB € IOYEYHOW HEAOCTATOYHOCTBIO PEXHMM JO3UPOBAaHUA IIpernapara CleAayeT
KOPPEKTUPOBATH (CM. MyHKT «llayuenmul ¢ Hapyuienuem hynkyuu novexy pasaena 4.2).

N3-32 BO3MOXKHOTO CHIDKEHUS (YHKIIMU TIOYEK Yy TMAlMEHTOB TOXHIOTO BO3pacTa pPEKUM
JIO3MPOBAHUs TIpernapara cleayeT KOPpPEeKTHpPOBaTh (CM. MyHKT «llayuenmsi ¢ Hapyuienuem
@yHryuu nouexy paznena 4.2).

PexomeHnioBaHO cOOJIOAATE OCTOPOXKHOCTH MPHU NMPUMEHEHUU IETHPH3MHA OJHOBPEMEHHO C
ajKorojeM uiu mnpenaparamu, yraeraromumu [[HC, Tak kak HETUpPU3UH MOXKET MPUBECTU K
MOBBILIEHHON COHJIMBOCTH.

OCTOpOKHOCTH CIIeZIyeT COON0aTh y MAIMEHTOB C SIUJICTICHEeH W TOBBIIICHHON CyI0pOKHON
TOTOBHOCTHIO.

Ilepen Ha3HayeHHWEM aJUIEPTOJIOTUYECKUX MPOO PEKOMEHIOBAH TPEXIHEBHBINH «OTMBIBOUYHBII
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KOKHBIX aJUIEPTMUYECKUX PeaKLIni.
BcnomorarenbHble BenecTBa

B cocraB mpemapata BXOZST BCIIOMOTraTENIbHBIE BEIECTBA METHJNAPAruAPOKCHOEH30aT U
MPOMUINaparuIpoKCuOeH30aT, KOTOPbIe MOT'YT BBI3BaTh aJJIEPrHUECKHE PEaKluu, B TOM YHCIIE
3aMeJICHHOT' O THIA.

4.5. B3auMmopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMu W JApyrue BHIbI
B3aNMOJAEHCTBUSA

OpHOBpeMEHHOE  NpPUMEHEHHE C  a3UTPOMHUIIMHOM, LHUMETUIAMHOM, SPUTPOMHIIMHOM,
KETOKOHA30JIOM WM TceBA03(eIpruHOM He BIUsSET Ha (apMaKOKMHETHUYECKHE IapaMeTphbl
nerupusnHa. DapMakOKHHETHYECKUX B3aUMOJICHCTBUN HE HA0MI0Aa10Ch. COrIacHO UCTIBITAHHUSM
in vitro, IETUPU3UH HE BIHAET Ha 3P deKT CBsA3pIBaHMs Oenka Bapdapuna.

OpnHOBpeMEHHBIH TMpUEM a3UTPOMUIIMHA, SPUTPOMUIIMHA, KETOKOHA30j7a, TeOopWIIMHA U
nceBAod(deprHa HE BbBISBUI CYLIIECTBEHHBIX H3MEHEHHUH B KJIMHMYECKUX J1a0OpaTOPHBIX
MOKa3aTesIX, ’KU3HEHHO BaKHbIX PyHkiui u OKIT .

B uccrnenoBannu ¢ oqHOBpeMEeHHBIM IIprieMoM TeoduiumHa (400 Mr B eHb) 1 ietupusuHa (20 mMr
B JIcHb) ObUIO OOHAPY)KEHO HE3HAYMTENbHOE, HO CTATUCTUYECKU JOCTOBEPHOE IMOBBIIIEHUE 24-
gacoBoit AUC (mmomanu moa kpuBoi) Ha 19 % nns nerupusuna u Ha 11 % ns TeodpumummHa.
Kpome ToOro, makcumanbHble ypOBHHM B IUIa3M€ KpoOBM yBenuuwiuch 10 7,7 % u 6,4 %
COOTBETCTBEHHO i UeTHUpu3nHa U TeoduuimHa. OIHOBPEMEHHO KIMPEHC LIETHPU3UHA
yMmeHbInuics Ha -16 %, a takxke Ha -10 % B ciydae TeouuIMHA, KOT/Ia [IETUPU3UH PUHUMAIIN
HaIMEHTHI, KOTOPbIE paHee Moydaiy Tepanuio TeopuinHoM. TeM He MeHee MpeiiecTByIolee
JieYeHUE LETUPU3MHOM HE OKa3aJl0o CYIIECTBEHHOTO BIUSHUS Ha (apMaKOKMHETHYECKUE
napameTpsl TeopUIUIHHA.

[Tocne ogHOKpaTHOTO NpUeMa 1eThupusnHa B 1o3e 10 mr agdext ankoros (0,8 %o) 3HAUUTENBHO
HE YCUJIMBAJICS; CTATUCTUYECKU 3HAUMMOE B3aUMOJEHUCTBHE ¢ 5 MI Ana3enama ObUIO JOKa3aHO B
OJHOM U3 16 ICUXOMETPUUYECKUX TECTOB.

OnHoBpeMeHHbIN TTpueM 10 MT HeTUpU3WHA B JE€Hb C MIMIU3UAOM NPUBET K HE3HAYUTEIbHOMY
CHIDKEHHUIO TIOKa3aTeJIed TIIOKO3bl. DTOT 3P ¢deKT He MMEeT KIMHMYECKOro 3HadeHus. Tem
HE MEHEE PEKOMEHIYeTCsl pa3/Ie/IbHbIN MpUeM: TIUIU3U] YTPOM U LIETUPU3HUH BEYEPOM.

CremneHp BcacbIBaHUSl LIETUPH3MHA HE CHUXKACTCA MPU OJHOBPEMEHHOM MpHUEME IHUIIH, XOTS
BcachIBaHME 3aMeisieTcs Ha 1 yac.

B uccnenoBannu ¢ MHOTOKpaTHBIM ITprieMoM puToHaBupa (600 Mr 1Ba pa3a B IeHb) U IIETUPHU3UHA
(10 Mr B 1eHb) cTENEHb HKCIIO3UIMH LIeTHpU3HHA Obl1a yBenuueHa npumepHo Ha 40 %, B To Bpems
KaK 9KCIIO3UIIMS PUTOHABUPA HE3HAYUTENbHO u3MeHmnack (-11 %) BeieacTBue conyTCcTBYIOLIETO
npreMa HeTUpHU3UHa.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTh

JlanHbIC O TPUMEHEHUH IIETUPHU3HUHA BO BpeMs 6epemenHocTr orpanudeHsl (300—1000 ucxomon
oepemenHoctn). OmHAKO HE BBISBICHO CiydaeB (OPMHUPOBAHHUS TOPOKOB Pa3BUTHA,
SMOPHOHAILHON U HEOHATAIbHOW TOKCUYHOCTH C YE€TKOW MPUIMHHO-CIICICTBEHHOH CBS3BIO.
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KOCBEHHBIX HEOJIaronpusTHbIX 3G (HEeKTOB IETHPU3UHA Ha Pa3BUBAIOIIMNACS TUTOJ (B TOM YHUCIIE B
MOCTHATaJIbHOM NEPUO/IE), TeUeHHE OEPEMEHHOCTH U NMOCTHATAJIbHOE Pa3BUTHE.

[Tpu OepeMEHHOCTH clielyeT MPUMEHSTh C OCTOPOXKHOCTHIO, B ClIyyae €ClIM MpeAaroaraeMas
M0JIb3a JJIsl MAaTE€PH MPEBBIIIAET MOTEHIIUAIBHBIN PUCK IS IJI0/a.

Jlakranus

LleTupu3uH 3KCKPETUPYETCS C TPYIHBIM MOJOKOM. LleTpu3uH Bbifensercs B rpyAHOE MOJIOKO B
konuuecTBe 25-90 % OT KOHUEHTpaluu B IUIa3Me KPOBH, B 3aBUCHUMOCTH OT BPEMEHHM OTOOpa
npob mociue npuemMa npenapata. HexenarenabHble peakiiuu, CBA3aHHbBIE C LIETUPU3UHOM, MOTYT
HaOJI0IaThCS y TPYIHBIX JETEH.

B mepuon rpynHOro BCKapMIIMBAHHS CIIEIYeT MPUMEHSTh C OCTOPOKHOCTHIO, B CIIydae €Ciu
npeJoiaraeMas rmoJib3a JijIsl MaTepy MpPEeBbIIIaeT NOTEHIHATbHBIA PUCK JIJIs peOeHKa.
PepTUIILHOCTD

ﬂOCTyrIHI)Ie JaHHBICE O BJIHMAHHH Ha q)epTI/IJ'II)HOCTB YCJIOBEKAa OrpaHUYCHBI, OIHAKO
OTpUIATCIIBHOTO BIIUSAHUA HA (bepTI/IJ'II)HOCTB B HCCJICAOBAHUAX HAa ) XKUBOTHBIX HE BBISIBJICHO.

4.7. BausiHue Ha CIMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMU CPeACTBAMH M PadoTaTh C
MeXaHHU3MaMH
[leTnpu3uH MOKET MPUBECTH K TMOBBIIIEHHON COHJIMBOCTH, CJI€OBAaTeIbHO, npenapat Llerpun
MOKET OKa3blBaTh BIUSHUE HAa CIHOCOOHOCTh YHPAaBIATH TPAHCIOPTHBIMU CpPEJICTBAMHU,
MeXaHU3MaMH.

4.8. HexkennaTeibHbIe peakunuu
Pesrome mpoduiist 6e3onacHOCTH

Jlannvle, nonyuenHvle 8 KIUHUYECKUX UCCIEO08AHUSX

Ob30p

Pe3ynbrarhl KIMHUYECKUX MCCIEA0BAHUN MPOAEMOHCTPUPOBAIIH, YTO IPUMEHEHHE [IETUPU3HHA B
PEKOMEHI0BaHHBIX /103aX MPUBOJIUT K PA3BUTHIO HE3HAUUTEIbHBIX HeXeNlaTenbHbIX () (HEKTOB Ha
I[HHC, BK;IOYasi COHIMBOCTH, YTOMJISIEMOCTh, TOJIOBOKPYKEHHE U TOJIOBHYIO 0011b. B HEKOTOPBIX
ciydasx Obljia 3aperucTpupoBaHa napanokcainbuas crumydsiius [THC.

Hecmotpss Ha TO, 4TO LETUPU3UH SBIAETCS CEJIEKTUBHBIM OJIOKAaTOpPOM mepupepruuecKux
Hi-penenTopoB 1 npakTUYeCKu HE OKA3bIBAaET AaHTUXOJIUHEPTUUECKOr0 NEHCTBUS, COOOIIANOCh O
€AMHUYHBIX CITydasiX 3aTPyIHEHUS MOYEHCITYCKaHMSI, HApYIICHUAX aKKOMOJAIIUU U CYXOCTU BO
pTYy.

CooOmanioch 0 HapymeHusX (YHKIUU TEYEHHU, COMPOBOXKIAIOIIMXCS IOBBIILICHUEM YpPOBHS
AKTHBHOCTH TICYCHOUYHBIX (EPMEHTOB W YpOBHs OwimpyOnHa. B OoMbIIMHCTBE cCllydacB
HE)KeJlaTeNIbHbIC SIBICHUS NCYe3alIU MTOCIIe PEeKpalleHus] IpueMa eTHPU3HHA.

llepeuens nesicenamenvHulx peakyuu

WmeroTcss aHHBIE, MOMYYEHHBIE B XOJ€ JBOWHBIX CJEMbIX KOHTPOJMPYEMBIX KIMHHUYECKHUX
UCCIIEIOBAaHMM, HaIpaBICHHbIX Ha CpaBHEHHE LETUPU3MHA U IUIanedo WKW JPYTrUx
AQHTUTUCTAMUHHBIX IPENapaToB, MPUMEHIEMbIX B PEKOMEHI0BaHHBIX f03ax (10 mr oguH pa3 B
CYTKH I leTupr3uHa) 6osiee yem y 3200 manueHToB, HA OCHOBAaHUU KOTOPBIX MOXHO IMPOBECTH
JIOCTOBEPHBIN aHAN3 JaHHBIX O O€30MaCHOCTH.
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pu MNpUMCHCHUH LCTUPHU3WHA B O03€ 10 Mr OBLIM BBIABJICHBI CICAYIOIME HEKCIATCIIbHBIC

peakuuu ¢ yactorou 1,0 % unu Bblle:

HexenaTtensnble peakuuu (Tepmunosiorus BO3) HeT?np:3;l2H6(})0 Mr (l:ia;g gf)
Obwue napywenus u peakyuu 8 mecme 86e0eHUs
YTomiaseMoCTh 1,63 % 0,95 %
Hapywenus co cmoponwl nepeHotl cucmembl
T'onmoBokpy>keHue 1,10 % 0,98 %
TonosHas 60116 7,42 % 8,07 %
Kenyoouno-xuueunvle HapyuleHus
Bonb B )xuBOTE 0,98 % 1,08 %
CyxocTb BO pTy 2,09 % 0,82 %
TomuoTa 1,07 % 1,14 %
THcuxuueckue napywenus
COHIIUBOCTD 9,63 % 5,00 %
Hapywenust co cmopousl 0vblxamenbHou Cucmemvl, 0peaHos
2PYOHOU KIemKU U CPedoCeHUs
PapuHruT 1,29 % 1,34 %

XO0T4 9yacToTa Clly4yaeB COHJIMBOCTH B TpYIIE IETUPHU3MHA ObUIA BBIIE, YEM TaKOBasl B IPYIIe
iane6o, B OOJBIIMHCTBE CIIy4aeB 3TO HEXKENATeNbHOE SBJICHHUE ObUIO JIETKOM MM yMEpEeHHOH
crereHu TsokecTu. [Ipu 0ObEKTHBHOM OLlIEHKE, MPOBOJUMON B paMKax IPYTUX HCCIEIOBaHMIA,
ObUIO MOATBEPXKACHO, YTO IMPHUMEHEHHE HETHPH3MHA B PEKOMEHJOBAHHOM CYTOYHOU 103€ Y
3JI0POBBIX MOJIOJIBIX TOOPOBOJIBIIEB HE BIMAET Ha UX MOBCEIHEBHYIO aKTHBHOCTb.

emu
B mnane60-KoHTpOIMpyeMBIX UCCIEIOBAHUAX Y A€Tel B BO3pacTe OT 6 Mecsues 10 12 et Obun

BBISAIBJICHBI CJICAYIOIUC HEKCIATCIBHBIC PCAKIIUU C yactoroul 1 % u BEIIIE:

HeTnpusun Il1anedo

HexenaTenbHble peakuuu (TepmuHosiorust BO3) (n = 1656) (n = 1294)
Kenyoouno-kuuieurvle HapyueHus
Hnapes 1,0 % 0,6 %
THcuxuueckue napywenus
COHIUBOCTD 1,8 % 1,4 %

Hapywenuss co cmoponvl OvixamenbHol cucmemvl, 0OpeaHos 2pyoHOU
KAEMKU U CPEOOCEHUsL

Punur 1,4 % 1,1 %
Obwue Hapyuwenus u peakyuu 8 Mmecme 68e0eHUs.
YTOoMIIsIEMOCTH 1,0 % 0,3 %

OnbIT HNOCTPCTUCTPALIMOHHOT'O IPUMCHCHUA

IloMuMmoO HeXeIaTeIbHBIX peaKHHﬁ, BBIABJIICHHBIX B XOJ€ KIMHHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ n
OMMCAaHHBIX BBIIIC, B paMKaxX MOCTPCTUCTPAIMOHHOIO MPHUMCHCHUS HCTHUPU3HUHA Ha6moz[am/1cs
CIIETYIOIINE HEeXKeNaTeIbHbIE PEaKIINH.

HexenarenbHple peakinuy TPENCTaBICHBI HUXE MO Kiaccam cucTemMbl opranoB MedDRA wu
4acTOTE Pa3BUTHsI, HA OCHOBAHUU JAHHBIX MOCTPETUCTPALIMOHHOTO MPUMEHEHHSI LIETUPU3UHA.
YacroTa pa3BUTHS HEXeNaTeNbHBIX PEAKIMI onpeaensiach CleayomuM 00pa3oM: OYeHb YacTo
(> 1/10), wacto (= 1/100, mo < 1/10), meuacto (> 1/1000, vHo < 1/100), penxo (> 1/10 000, HO
<1/1000), ouenp penko (< 1/10 000), vacrora HeM3BeCTHA (HA OCHOBAHMHM MMEIOIIMXCS JaHHBIX

OIICHUTH HEBO3MOIKHO).
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Hapymienust co cTOpoHbI KPOBU U JII/IM(baTI/IIIeC )41 CI/ICTéQBI

OdeHb peaKo: TPOMOOLIUTONICHUSI.

Hapymenust co cTOpOHbIl HMMYHHOW CHCTEMBI

Penko: peakunu runepuyBCTBUTEIHHOCTH.

Ouensb penko: aHapUIAKTUYECKHH IIOK.

Hapymenust Mmerabonu3Ma U MUTaHUS

YacroTa HeM3BeCTHA: MOBBILICHUE AIETUTA.

[Tcuxudeckue HapyLICHUS

HeuacTo: Bo30yxneHue.

Penxo: arpeccus, CiyTaHHOCTbh CO3HAHUS, IETIPECCHSI, TAJUTIOIUHAIINH, OECCOHHUIIA.
OueHb peliKo: THUK.

YacroTa HeM3BECTHA: CyMIIMIaTIbHbIC UIEH, HAPYILIEHUS CHA (BKJIIOYasl KOIIMapHbIE CHOBUICHMUS).
Hapymienust co cTOpoHbI HEPBHOW CUCTEMBI

Heuacro: napecre3umu.

Penxko: cynopormu.

OueHb peako: U3BpallleHUE BKYyca, JUCKUHE3Us, JUCTOHUS, 0OMOPOK, TPEMOP.
YacroTa HeM3BeCTHA: HApYIIEHHUE MTaMsTH, B TOM YHCJIE aMHE3HsI, IIyXOTa.
Hapymienust co cTopoHbl opraHa 3peHus

OdeHb peaKo: HapylIeHHEe aKKOMOJAIH, HEYETKOCTh 3pEHUs, TOPCUOHHBIA HUCTArM.
YacroTa HeM3BEeCTHA: BACKYJIHT.

Hapymienust co cTOpoHbI OpraHoB ciiyxa U JaOUpUHTa

YacroTa HeM3BeCTHA: BEPTUTO.

Hapymienust co cTopoHs! cepua

Penxo: Taxukapausi.

KenynouHo-kuiieyHble HapyIIeHUs

Heuacro: nuapes.

Hapymienust co cTOpOHBI MEYEHH U KETYEBBIBOISAIINX MyTeH

Penko: meyeHo4yHas: HEAOCTATOYHOCTh C HM3MEHEHHEM (YHKIMOHAIBHBIX IEYEHOYHBIX MPOO
(TOBBIIIIEHHEM aKTUBHOCTH TpaHCaMHUHA3, IEeT0YHON (ocdarasbl, raMMa-riayTaMuITpaHchepasbl
u OmMpyOuHa).

Yacrora HEM3BECTHA: TeNaTUT.

Hapymienust co cTOpOHBI KOXKH U MOJKOKHBIX TKaHEH

Heuacro: cbinb, 3y.

Penko: kpanuBHHUIIA.

OueHb pelIKO: aHTMOHEBPOTUUYECKUN OTEK, CTOMKAsH JISKAPCTBEHHAs dpUTEMA.
YacToTa HEM3BECTHA: OCTPHIM Fr€HEPATTM30BAHHBIN YK3aHTEMATO3HBIN MTYCTYJIE3.
Hapymienue co cTopoHbI MOYEK U MOYEBBIBOIAIINX ITyTEH

OueHb pelKo: AU3YpHs, SHYPE3.

YacroTa HeM3BEeCTHA: 3a/IepPKKa MOYH.

Hapymienust MplllieuHOM, CKEJIETHON U COETMHUTEIIbHON TKAaHU

YacroTa HeM3BeCTHA: apTpaITus, MUAIITHS.

OO61re HapylIeHUs U PEaKIMU B MECTE BBEJCHUS

Heuacro: acrenus, HeioMOraHue.

Penko: nepudepuueckne oTeku.
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JlaGopaTopHble U HHCTPYMEHTANIbHbIE JTaHHBIE

Penko: moBeIIlIeHre Macchl TENA.
Onucanue OTACILHBIX HEXKEIATEIbHEIX PEAKIINT

[Tocne mpekpaiieHus MPUMEHEHHs] NETHUPU3MHA ObUIM OTMEYEHBI CIy4yau 3y/Aa, B TOM YHCIE
WHTEHCUBHOTO 3y/a U/UITU KParuBHUILIBI.

COO6H_ICHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX
Baxmuo COO6H_[aTb 0 TIOAO03PCBACMBIX HCKCIATCIBHBIX PCAKIUAX IIOCJIIC PCrucTpanuu

JIEKapCTBEHHOTO Iperapara ¢ IeJbl0 00ecleYeHns] HePEePhIBHOIO MOHUTOPHUHTA COOTHOLICHHUS
«TI0JIb3a-PUCK» JIGKAPCTBEHHOT0 TpenapaTa. MeAMIMHCKUM pPAaOOTHUKAM PEKOMEHIYETCs
coolmiate O JOOBIX MOJO3PEBACMBIX HEKENATENbHBIX PEaKIMIX JIEKapCTBEHHOIO Iperapara
Yyepe3 HAI[MOHAIBHBIE CUCTEMbI COOOIICHHUS O HEKENATENbHBIX PEAKIUIX TOCYIapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccniickas @enepanvs

®denepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXPaHCHHUS.

Anpec: 109012, r. Mocksa, CraBstHCKasl miiomaip, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03.

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru.

CaiiT B nH(OpPMAIIMOHHO-TEICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/.

4.9. Ilepeno3npoBka

CuMOTOMBI

CuMnToMBl, HA0IIOIaEMBIE TTOCIIE SIBHOM MEPeI03UPOBKY Mpenapara, ObUTH CBSI3aHbI C BIMSHUEM
Ha LEHTPAJIbHYI0 HEPBHYIO CHCTEMY WJIM C BO3MOXKHBIM aHTHXOJUHEPTUYECKHM 3(P(PEKTOM.
CuUMIOTOMBI, KOTOpPBIE HAOIIOJAIMCH MTOCIIE TPUEMA 110 MEHBILIEH Mepe MATUKPATHOTO KOJIMYECTBA
PEKOMEHAYEMON CYTOYHOM J103bl, BKIJIIOYAIM CIEAYIOIIEe: CIYyTaHHOCTh CO3HAHUs, IHApero,
YTOMIIIEMOCTh, TOJOBHYIO 00Jb, HEJOMOTaHHE, MHUIpUA3, 3y, OECHOKOHWCTBO, CEAATUBHBIN
3 PEeKT, COHTUBOCTD, CTYIOP, TAXUKAPIHIO, TPEMOP, 3aJIEPKKY MOUH.

Jleuenue

Crieruduueckoro aHTHI0Ta LIETUPU3HHA HET.

B cnyyae nepeno3upoBKH peKOMEHAYETCS CUMIITOMAaTHYECKOE MU TOIEPKUBAIOIIee JICUeHHE.
[IpombIBaHue KemyaKa U/UIH IPUEM aKTUBUPOBAHHOTO YIJISl MOKET OBITh 3((EKTUBHBIM, €CIIU

NEepCA03UPOBKA IMMPOU30IILTIa HCAABHO. HGTI/IpI/I3I/IH YaCTUYHO BBIBOJAUTCA IIPHU JUATIN3C.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

®apMakoTEpaneBTUUECKAsT TPYyNIa: AHTUTUCTAMHHHBIE CpPEICTBA CUCTEMHOIO JEHCTBUS,
MIPOU3BOAHBIEC MUIIEPA3UHA.

Kon ATX: RO6AEO07

Mexanusm geficTBus

LeTnpusnH — aKTUBHOE BEIIECTBO Mpenapara LleTpuH — siBisieTcss MeTaboIUTOM THAPOKCU3UHA,
o01ajaeT aHTUTHCTAMHHHBIM 3(QQPEKTOM C MNPOTUBOAJUIEPTUUYECKUM JeiicTBueM. LleTupusun

OTHOCHUTCA K I'pylnIi€¢ KOHKYPCHTHBIX aHTArOHUCTOB I'MCTaMUHA U 6J101<preT Hi-rucramMmunoBbIe
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AHTHXOJIMHEPTUIECKOTO H aHTHCEPOTOHUHOBOTO JICHCTBHSI.

[leTupu3uH OKa3bIBacT BIHMSHWE HA THUCTAMHUH3aBHCHMYIO CTAIUIO aJUIEPTHYECKUX DPEaKInit
HEMEJUICHHOTO JEHCTBUS, a TaKKe YMEHBIIAET MHTPAIUIO0 DO3MHO(PHIOB M OTPAaHUYHBACT
BBICBOOOXK/ICHHE MEAMATOPOB TPH AIIEPIHUYECKUX PEAKIUAX 3aMeIUICHHOro Thma. [IpakTinueckn
HE MPOXOIUT 4Yepe3 TremMarodHiedarndeckuii 6apbep Hu, CIeAOBATEIbHO, MOYTH HE CIOCOOEH
JOCTHYb IIEHTPAITBHBIX perenTopoB Hi.

PapmakoanHamuueckue 3G HeKTh

B nccnenoBanusX BIMSHUS THCTAMUHA HA KOXKY JEUCTBUE LIETUpHU3UHA B 103€ 10 M HaUMHAIIOCh
yepe3 | Wac, QOCTHTalo MakcuMyma co 2-ro mo 12-ii wac m Bc€ emie HaOMIOaIoCh Ha
CTATUCTUYECKA 3HAYMMBIX YpOBHSIX uepe3 24 vaca. B momonHeHWe K aHTHTHUCTAMHUHHOMY
3 dexTy TEeTUPU3UH TaKkkKe 001aJaeT MPOTHBOBOCHAIMTEIBHBIM A()PEKTOM W TEM CaMbIM
OKa3bIBAaCT BIMSHUE HA TIO3AHION (a3y allJIepruueCcKOi peakIliu:

o npu no3e 10 Mr oauH MM ABa paza B JCHb MHTHOMpPYET MO3IHIOK (a3y arperanuu
203UHO(DUIIOB B KOXKE;

o npu no3e 30 Mr B JeHb HHTHOMPYET BbIBEIEHHE 303MHO(PHIOB B OpPOHXHAIBHYIO
JIBBEOJIIPHYIO JKUKOCTH TI0CJIE BBI3BAHHOTO aJUIEPTeHOM OPOHXHAIBHOTO CY)KEHUS;

o MHTUOMPYET BBI3BAHHYIO KAJUTMKPEUHOM MO3/IHIOI0 BOCHIAIIUTENIBHYIO PEAKIIHIO;

. IIOJIaBJISET SKCIPECCUI0 MapKepoB BocnasieHus, Takux kak ICAM-1 win VCAM-1;

. WHTUOUPYET JACHCTBUE THCTaMUHOIMOepaTopoB, Takux kak PAF umu cyOcranmms P.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

AbGcopbuus

[Toce mpueMa BHYTph IIpenapat ObICTpO abCOpOUPYETCS U3 KETYTOUYHO-KUIIIEUHOTO TPAKTA.
®apMaKOKMHETUYECKUE MapaMeTphl NETUPU3MHA TIPU €ro MPUMEHEHUH B J103aX OT 5 10 60 mr
M3MEHSIIOTCS JIMHEHHO. PaBHOBECHAs! KOHIIEHTpaIMs 10CTUTAaeTCs yepe3 3 aHs.
dapMaKOKMHETHYECKUH PO b IETUPU3MHA AaHAJIOTHYCH Y B3POCIIBIX M JICTEH.

VYV nereld mocne mpueMa IETHPU3MHA B JI03€ 5 MI' KOHIICHTpAIMs aKTHBHOW CyOCTaHIIMHM B
OpraHu3Me Takas ke, KaK U y B3pOcCibIX nociie npuema 10 mr.

VY B3pocHbIX Mocie mpuema mnerupusuHa B no3e 10 mr MmakcumanbHass KOHIEHTpAIHs (Cmax) B
ma3Me KpOBH JOCTHTaeTcs uepe3 1-2 yaca m cocraBiser 350 Hr/mi. Y geteit mocie mpuema
HETUPU3HMHA B 7103€ 5 MI MaKcuMasbHas KOHIEHTpalus (Cmax) B TJIa3Me KPOBH JIOCTUTAETCS Yepes3
1 yac u coctapmnsier 275 HI/MIL.

[Tpu mpueme neTupuszvHa B (GopMe Kamellb MaKCUMalbHble KOHIIEHTpPAllMM B IUIa3ME€ KpPOBU
JIOCTUTAIOTCS ¢ 00Jiee BBICOKOI CKOPOCTHIO.

Pacnipenenenue

O0nem pacnpeneneHus mocie npueMa 10 Mr coctaBisieT 35 JIUTPOB y B3POCIIBIX, & CBSI3bIBAHUE C
Oenkamu T1a3mMbl KpoBU — 93 %. YV nereit 00beM pacmpeieneHust mocie npruemMa 5 Mr cocTaBiisieT
npuMepHO 17 IUTPOB.

HesHnaunTenbHoe KOJTUYECTBO [IETUPU3UHA BBIIETSETCS B TPYJTHOE MOJIOKO.

buotpanchopmanus

Y B3pocnsix 60 % 1036l BHIBOJUTCS U3 OpraHM3Ma B HEU3MEHEHHOM BUJIE TOYKAMH.
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OIMMUHALNS

[Tocne mpuema 10 Mr y B3pOCHBIX OOIIMI KIWpEHC IeTupu3nHa coctabiser 0,60 Mi/MUH/KT;
nepuo nomyBeiBeneHus (T12) coctaBnsier mpumepHo 10 gacos.

[IpuemM HeCKOJIBKHUX J03 HE H3MEHseT (apMakOKMHeTH4Yeckue mapamerpbl. llpu mpueme
npenapara B cyrouHoi go3e 10 mr B Teuenue 10 qHew KyMyssIuy ETHPU3UHA HE HAOII0AAJIOCh.
[Tocne okoHYaHMs JIeYeHHs] YpPOBEHb LETHPU3MHA B IJJa3M€ KPOBH OBICTPO MAJaeT HUKE
ornpezenseMbix mpenenoB. [IoBTOpHbIE amieproJioruueckue TeCThl MOXKHO BO30OHOBUTH uUepe3
3 mus.

[loyeyHas HETOCTATOYHOCTh

VY nanueHToB ¢ MOYeUHOM HEeIOCTATOYHOCTHIO JIETKOM CTENeHU TshKeCTH (KIMPEHC KpeaTHHHHA
(KK) > 50 mur/muH) (papMakOKHHETHUECKHE IMapaMeTphl aHAJOTHYHBI TAaKOBBIM Yy 3JOPOBBIX
JOOpPOBOJIBIIEB C HOPMAJIBLHOUM (PYHKITUEH TTOYCK.

VYV manueHToB ¢ MOYEYHOM HEMOCTaTOYHOCThIO cpenHei crenenu TsokecTH (KK 30—49 mu/mMun)
Tin yanunsercs B 3 pasa, a oOmmii kiaupeHc cHukaeTcss Ha 70 % OTHOCHTETBHO 3J0POBBIX
JTOOpPOBOJIBIIEB C HOPMAJILHOUM (PYHKITUEH TTOYCK.

VY manuenToB, Haxosaumxcs Ha remoananuse (KK < 7 mur/mun), npu npueme npemnapara BHyTPb
B 03¢ 10 Mr oOmuii KIUPEHC CHUXKAETCs MpuOnm3uTeabHo Ha 70 % OTHOCHTENIBHO 3A0POBBIX
T0OOpPOBOJIBIIEB C HOpMaJIBLHOUM (YHKIIUEH MOYeK, a 11, yanuHsercs B 3 pasza.

Menee 10 % netupusuHa ynajisieTcsi B X0J€ CTaHAapTHOW MPOLETypbl FEMOIAATIN3A.
[leyeHOYHAst HEIOCTATOYHOCTD

Y  panmMeHToB € XpPOHHYECKMMH  3a00JIeBaHHMAMU  TE4YeHH  (TenaTOLEIUTIONIIPHBIM,
XOJIECTaTUYECKUM M OMJIMapHBIM LIMPPO30M) IIPH OTHOKPATHOM IpUeMe npenapata B go3e 10 wium
20 mr T12 yBennuuBaercst npumepHo Ha 50 %, a knupeHc cHuxkaercs Ha 40 % 1o CpaBHEHUIO CO
30pOoBbIMU cyObekTamMu. Koppekius 10361 Heo0X0oauMa TOJIbKO B Ciydae, €ciau y MalueHTa C
MEYEHOYHON HEIOCTATOYHOCTHIO UMEETCS TAKXKE COMYTCTBYIOIIAs [TOUYeYHasi HEIOCTATOYHOCTb.
JIuia moxxusioro Bozpacra

VY 16 noxuibIx UL IpU OJAHOKpAaTHOM pueme npenapata B go3e 10 mr T2 6611 Boiie Ha 50 %,
a CKOpOCTh BbIBeZIeHHs Oblia Huke Ha 40 % 1o cpaBHEHHIO C KOHTPOJIbHOU IPYMIOH.
CHmxeHne KIMpeHca LEeTUPHU3UHA Y MOXKHUIBIX MAIllMeHTOB, BEPOSTHO, CBA3aHO C YMEHbIIEHUEM
(GYHKIIMY MOYeK y 3TON KaTeropuu MalrueHToB.

eTu
V nereit ot 6 10 12 net 70 % 10361 BRIBOAUTCSA U3 OpraHU3Ma B HEM3MEHEHHOM BUJI€ IOYKAMHU.
[Tocne mpuema 5 mMr y geTeit o0t KIupeHc netupusuHa cocrasiser 0,93 Mi/MUH/KT.
T y nereit ot 6 1o 12 ner cocrasisier 6 4acoB, oT 2 10 6 JeT — 5 yacoB, OT 6 MeCSUEB /10 2 JIET
— cHmkeH 10 3,1 gaca.

6. PAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
[IponuneHrnuKoib

['munepun (E422)

Harpus anerat Tpuruapar

Hatpus caxapunar (E954)
Metunnaparuapokcuoen3oat (E218)
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[Tpormmmmaparuapokcudensoar (E216)

Bona ouninennas

6.2. HecoBMecTHMOCTEL
Henpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )
HeBckpoiIThIil haakoH

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U
XpaHuTh TIpu Temmepatype He Boie 25 °C B OpurHHaIBHON yrakoBke ((1akoH B Tavke).

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKU

ITo 10, 15, 20, 25 u 30 M1 BO (py1akOHAX TEMHOTO CTEKJIa TPETHETO THAPOIUTHIECKOTO Kitacca ¢
BUHTOBBIMU TOJUATUICHOBBIMU KpBIIIKaMH (C KOHTPOJIEM MEPBOT0 BCKPBHITHS, 0€3 3alUThl OT
BCKpBITUSI JETbMHM) WJIM C BUHTOBBIMU KpBIILIKAMH U3 TOJUATUJIIEHA W TOJMIIPONUIIECHA
(C KOHTpPOJIEM MEPBOrO BCKPBITHSA, C 3AIIMTONM OT BCKPBITUS ACTbMH) U MOJIMITUICHOBBHIMU
BEPTUKAIbHBIMU KalleJIbHUIIAMHU.

Ha ¢nakoH HakenBalOT CaMOKJIESAIYIOCS 3TUKETKY.

@akOH BMECTE€ C HHCTPYKLUHUEH MO MEIWLUUHCKOMY MPUMEHEHHUIO (JIMCTKOM-BKIIAJIbIIIEM )
MOMEIIAIOT B AUKy U3 KapTOHA.

He Bce (prmakonbl yKa3aHHBIX 00bEMOB MOTYT OBITH TOCTYITHBI JIJISI PEATH3aIINH.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHHYTOKEHHMH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJAH  OTXO0A0B, TMOJYYeHHBIX MocjJe TNpPUMeHEeHHs
JIEKApPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJsiUH C penapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
Poccuiickas @enepanus

00O «/lp. Penmau’c JTabopaTtopucy

115035, Poccumiickas @eneparus, . Mocka, OBUMHHUKOBCKas HaO., 1. 20, cTp. 1
Tenedon: +7 (495) 783-29-01

OnektponHas rnoyra: inforus@drreddys.ru

7.1. [IpencraBuTeib AepKaTeJsl PErHCTPALMOHHOIO YA0CTOBEPEHUS
[IpeTeH3un moTpedbuTeNIel HAIPaBIATh MO AJIPECY:

Poccuiickas @enepanus

00O «/lp. Penmau’c JTabopatopucy

115035, Poccumiickas @eneparnus, r. MockBa, OBUMHHHUKOBCKas Hao., 1. 20, cTp. 1
Tenedon: +7 (495) 783-29-01

OnektponHas nmoura: adverse@drreddys.com

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(006948)-(PT-RU).


mailto:adverse@drreddys.com
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9. TATA NEPBUYHOMN PETMCTPAIIMM (IIOJATBEPXJIEHHSI PETWCTPALINU,
MNEPEPETUCTPALIUN)
Hara nepsoii peructpanuu: 20.09.2024.

10. IATA IEPECMOTPA TEKCTA
OO6mmas xapakTepucTUKa JeKapcTBEHHOro npemnapara Lletpun noctynHa Ha MHGOPMaIMOHHOM

noprtasie EBpa3uiickoro 3KOHOMHUYECKOTO CO03a B MH(DOPMAITMOHHO-KOMMYHHUKAITMOHHON CETH
«naTepuer» http://eec.eacunion.org/.
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