COOTBETCTEYET E_I‘i. CMNEPTHOMY OTYETY

ot 20.07.2022 N= 1056

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Lerupusun, 10 mMr, TabeTKH, MOKPHITHIE MJICHOYHOH 000JI0UKOI

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BENIECTBO: LIETUPU3HH.

Kaxxnas Tabnerka comepxut 10 Mr neTupusnHa JUTHAPOXIOPHUIA.

BcmomorarenbHbIe BelIecTBa, HATMYHE KOTOPBIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JaKTo3bl MOHOTHAPAT (caxap MOJOYHBIN) (cM. pasaeinst 4.3 u 4.4.)

ITonubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
Kpyrneie TabneTku IBOSIKOBBIMYKIONW ()OPMBI C PHUCKOH, MOKPBITHIE IICHOYHOH 000I0YKOM
6e0ro UM o4ty Oenoro LBeTa, Ha U3JI0ME BUJHBI J[Ba CJIOSI — sLIPO OEJI0ro WM Mo4Tu Oenoro

OBCTAa U IVICHOYHAasA 000JI04Ka.

4, KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Hetupusun 10 Mr tabieTky, NOKPHITHIE IJIEHOYHOW 000JIOYKOM, MOKa3aH AJs NPUMEHEHUs y
B3pOCJIBIX U ieTel ¢ 6 JIeT U cTapiie /i 00JeryeHus:

. Ha3aJIbHBIX M IJIA3HBIX CUMITOMOB KPYIJIOTOJAWYHOTO (IIEPCUCTUPYIOLIETO) U CE30HHOTO
(MHTEpMUTTHUPYIOLIETO) aJUIEPTUYEeCKOT0 PUHHUTA M AJJIEPIrUYecKOro KOHBIOHKTHUBHUTA: 3YyIa,
YUXaHbs, 3aJI0’)KEHHOCTU HOCA, PUHOPEH, CIIE30TEUEHHUS, TUIIEPEMUN KOHBIOHKTHUBBI;

® CHUMIITOMOB XpOHH‘-IGCKOﬁ H}IHOH&TH‘IGCKOﬁ KpallMBHULBI.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexxuMm no3upoBaHus

Bspocnvie
10 mr (1 TabneTka) o uH pa3 B JICHb.

OTacnbHBIC TPYIIIHI HAIMCHTOB

HauueHmbz NnOS2HCUTIOC0 803pacma
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KOPPEKTUPOBATH (CM. MyHKT «llayuenmul ¢ Hapyuienuem hynkyuu novex» pazuena 4.2).
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
[TockoNbKY IETUPHU3UH BBIBOAMTCS M3 OpraHM3Ma B OCHOBHOM TOYKamu (CM. pasnen 5.2.), npu
HEBO3MOXXHOCTH aJIbTEPHATUBHOTO JICYCHUS MAI[HEHTAM C TIOYSYHOW HEJOCTATOYHOCTHIO PEXKUM
JIO3UPOBAHUS MPeTapara CieyeT KOPPEeKTUPOBAThH B 3aBUCUMOCTH OT (DYHKIIUU IMOYEK (BEITMYUHBI
kinupeHca kpeatnHuHa (KK)).
KnupeHnc kpeaTMHWHA [UIi MYXYHMH MOXKHO PacCUYMTaTh, HMCXOIS W3 KOHIEHTpAIMU
CBIBOPOTOYHOT'O KpEeaTHHWHA, 0 CIeaytolei hopmyie:

[140 — Bo3pacrt (romsr)] * macca Tena (Kr)

KK (mi/Mun) = SR —— —

72 * KK cpiBopoT (Mr/m1)
KnupeHc kpeaTMHMHA JJIsl JKEHIIWH MOXHO PAacCYMTaTh, YMHOXXUB IMOJYYCHHOE 3HAUYCHUE HA
kod¢purment 0,85.

ﬂo&*upoeanuey 63pOCJIblX nauuernmoe ¢ noOueuHOll HeOOCMAMOUHOCbIO

Ioueunan neoocmamounocms | KK (ma/mun) Peostcum oo3uposanusn
Hopma >80 10 mr 1 pa3 B neHb
Jlerkas 50-79 10 mr 1 pa3 B neHp
Cpennsis 30-49 5 mr 1 pa3 B JieHb
Tsoxenas 10-29 5 Mr 4epe3 JIeHb
TepMmunanpHas cTaaus - 1<10 MpueM mpenapara
MalMeHThl, HaXOJAIIUECS Ha MIPOTUBOMOKA3aH
TIATA3e

Ilayuenmul ¢ Hapywenuem QyHKyuu nevenu
VY nanueHToB ¢ HApyIIEHUEM TOJBKO (PYHKIIMM MEYEHU KOPPEKLUU PEeKUMa JTO3UPOBAHUS HE
TpebyeTcs.
Y nayuenmos c napywenuem u pynkyuu nevenu, u yHKyuu novex, peKOMEHIYeTCs: KOPPEKIUs
JIO3UPOBaHUs (CM. TAOIHUILY BBIIIE).
eTH
Jlemu om 6 0o 12 nem
10 mr (1 TabieTka) oquH pa3 B JICHb.
[TponOmKUTETLHOCTD JICUCHHUS HE JIOJDKHA TPEBHINIATh 4-X HEe/Ieb.
ATNBTEepHATUBHO, 1032 MOXKET OBIThH pa3/ieieHa Ha JABa premMa (110 2 TabIeTKU YTPOM U BEYEPOM).

Jlemu cmapwe 12 nem
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(NOCNEQCBATENEHOCTE 0001)

10 mr (1 TabneTka) oguH pa3 B ACHb.

Wuorna vawansHOUW 70361 5 Mr (1/2 TabneTku) MOXKET OBITh JOCTATOYHO, €CIU ATO MO3BOJISET
JOCTUYb YAOBIETBOPUTEIHHOTO KOHTPOJISI CHMIITOMOB.
Hemsim ¢ noueunoti Heoocmamounocmoo 103y Koppektupytot ¢ yaetoMm KK u maccer Tena.

Cnoco0 rmpuMeHeHus

Buyrps. [lpuHumarbs mnpenapar cieIyeT BeuepoM, T.K. CHMIITOMBI CTaHOBSTCS Ooiee
BBIDAKCHHBIMA BedepoM. [Ipemapar ILlerupusun cieayer NpHUMEHSTb HE pa3KeBbIBad,
pexkoMeHayercs 3anuBarh BoLoW. IIpemapar LlermpusuH MOXHO NPUHMMATh HE3aBUCHMO OT

npueMa Mnuimnu.

4.3. IIpoTuUBONOKA3AHUS
e [unepuyyBCTBUTENHHOCTh K IIETHUPU3HUHY, TUAPOKCU3MHY WA JPYTUM MPOU3BOIHBIM
nuUIepasuHa, Wik K JI000My U3 BCIIOMOTaTeNbHBIX BEIIECTB, IEPEYUCIICHHBIX B pa3jieie
6.1,
e TepmuHanbHas cTaaus NOYEUHON HEOCTATOUHOCTH (KIHpeHC kpeaTnHuHa < 10 Mi/MUH);
e Jlerckuii Bo3pact 10 6 yieT (111 TaHHOMW JICKapCTBEHHON (hOPMBI);
e HenepeHocuMocTh  NAaKTO3bl, JAeDUUIUT  JaKTa3bl HWIM  TJIFOKO30-TAJIAKTO3HAS

MaJbabCcopOITHs.

4.4. OcoOble ykazaHusl 1 MepPbl NPEeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

- XpOHUYecKasi IoYe4Has HeJOCTaTOUYHOCTb (TpU KIUpEeHce KpeaTuHUHA > 10 Mul/MUH TpebyeTcst
KOPPEKLHs pekuMa JJ03UpOBaHUs);

- AIEHTHI TOXKUIIOT0 Bo3pacTa (IPH BO3PACTHOM CHM)KEHHUH KIIYOOUYKOBOW (HIIbTpAIIUH);

- SMWJIETICHS U AI[UEHTHI C MOBBIILIEHHON CYI0pOKHON TOTOBHOCTBIO;

- TIAIMEHTHI C TpeapacioyiaralomuMu GakTopaMu K 3ajepkke ModH (cMm. moapasnen «Ocobbie
yKazaHusy pazjena 4.4);

- IPU OJTHOBPEMEHHOM YIOTPEOJIECHUHU C ajKoroiieM (cM. paszzen 4.5);

- IEpUOJ] TPYJTHOTO BCKapMJIUBAHUS;

- 0EpEMEHHOCTb.

Oco0ble yKazaHus

VY nanueHToB C MOBPEXIEHUEM CIMHHOIO MO3ra, TMIIEPIUIa3HEll MpeAcTaTeIbHOW JKENe3bl, a
TaKkKe MpU HAIWYUM JIPYTHX Opeapacroniararonux (akTopoB K 3aaep>KKe Mouu, Tpedyercs
coOI0ICHHE OCTOPOKHOCTH, TaK KaK HETUPU3UH MOXKET YBEJIMYMBATh PUCK 3a/I€PKKU MOYH.

VY nanmeHToB € IOYEYHOM HEA0CTAaTOYHOCTBIO PCKUM JO3UPOBAHUA IIpCllapaTa CJICAYCT
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(NOCNEOOBATENEHOCTE 0001)

KOPPEKTUPOBaTh (CM. paznen 4.2).

W3-3a BO3MOXKHOTO CHWXKCHHSI (PYHKIIMHM IOYEK Yy MAIlMEHTOB IMMOXKHUIOTO BO3pacTa PEXKUM
JIO3MPOBAHUS Tpernapara cieyeT KOPPEeKTUpoBaTh (cM. pasen 4.2).
PekoMenn0BaHO COOMIIOATh OCTOPOKHOCTH IPU MPUMEHEHUU LETHPU3MHA OJHOBPEMEHHO C
AJKOT0JIEM, TaK KaK UETUPU3UH MOXKET MPUBECTH K NOBBIILIEHHON COHJIIMBOCTH.
OCTOPOKHOCTH CIIeZlyeT COOMI0IaTh y MAIMEHTOB C SMUJICTICUEH W TMOBBIIIEHHOW CYJOPOKHOM
TOTOBHOCTBIO.
[lepen HazHayeHHEM aJUIEPrOJIOTHYECKUX MPOO PEKOMEHIOBAH TPEXTHEBHBIM «OTMBIBOUHBIN
nepuoj, BBHAY TOro, 4to OjokaTophl Hi-rHCTAMHHOBBIX PELIEITOPOB MHTHOMPYIOT pa3BUTHE
KOXKHBIX aJUIEPrUYECKUX PEaKIUH.
LleTupu3uH B TabJIeTKaX, MOKPHITHIX TNIEHOYHOH 000JI0YKOi, HE T0JDKEH Ha3HAYAThCS MallueHTaM
C HACJIEICTBEHHOM HETIEPEHOCUMOCTbIO JTAKTO3bI, IEPUIIUTOM JIAKTA3bl WM CHHIPOMOM TIIFOK030-
raJaKTO3HOH MajabaOCOpOITUH.
[Tocne mpekpaiieHus: TPUMEHEHUS [IETUPU3UHA MOYKET TIOSIBUTHCS 3y W/HIIU KPAITUBHUIIA, TaXKe
€CJIM 3TU CUMIITOMBI OTCYTCTBOBAJIM B HauaJje JieueHus. B HEKOTOPBIX Ciiyyasix CUMITOMBI MOTYT
OBITh UHTCHCUBHBIMU M TpeOOBaTh BO30OHOBJICHUS MpHeMa LeTupusuHa. CUMITOMBI HCYE3aI0T
IIpY BO30OHOBIICHUH MPUEMa LIETUPU3UHA.

eTH
[leTnpusuH B TabJIeTKaX, MOKPBITHIX IJIEHOUYHON 000JI0YKOM, MPOTUBOMNOKA3aH JETAM 10 6 JIeT,
MOCKOJIBKY JIaHHAas JIeKapCcTBEeHHas (opMa He MO3BOJISIET UCIIOJIb30BATh MOIXOSIIYIO JO3UPOBKY
JUIS1 TOW BO3PACTHOM IpynIibl. PEKOMeHIyeTcsl HCIOJIb30BaTh MEIUATPUUECKYIO JIEKAPCTBEHHYIO

dopMy (Karu 175 IpueMa BHYTPb).

4.5. BzaumojeiicTBe ¢ JPYrHMH JeKApCTBEHHbIMHM TMpenaparaMd M JApyrue BHJbI
B3aUMOJCHCTBUSA

OnHOBpEeMEHHOE TMPUMEHEHHE C  a3UTPOMUIIMHOM, ITUMETHIMHOM, JSPUTPOMHUIIMHOM,
KETOKOHA30JIOM WJIM TCEeBAOA(DEIPUHOM HE BIMSIET Ha (PapMaKOKMHETUUYECKHE TMapameTphbl
neTupuzrHa. PapMakOKMHETUYECKUX B3aUMOJICHCTBHI He HAOII01a10Ch.

CortacHO UCTIBITaHUSIM iN Vitro, eTHPU3UH He BIUsET Ha 3G EKT CBsI3bIBaHUs Oelika BapdapuHa.
ODHOBpEMEHHBIN MpUEM a3UTPOMUIIMHA, DJPUTPOMHIIMHA, KETOKOHA30J1a, TEOPWUIMHA U
nceBnoddepruHa HE BBISIBUI CYIIECTBEHHBIX HM3MEHEHHH B KIMHUYECKHUX, J1a0OPaTOPHBIX
MOKa3aTeNsIX, )KU3HEHHO BaXHBIX QyHKIusax U OKT.

B uccnenoannu ¢ 0IHOBpeMeHHBIM miprieMoM TeoduutnHa (400 mr B eHb) U netupusuHa (20 mr
B JIeHb) ObUIO OOHAPY)KEHO HE3HAYUTEIHHOE, HO CTATUCTUYECKU JTOCTOBEPHOE TMOBHIIICHUE 24-

gacoBoit AUC (tutommaau mox kpuBoi) Ha 19% s nertupmsura U Ha 11% mia TeodmiumHa.
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KpoMe TOro, MakcHMalbHbIC YPOBHH B ILI43ME KD ';I':y-ﬂéi;lir:igﬁy}_(gﬂ 6! 179 TU6l4%,

COOTBETCTBEHHO, sl LEeTHpU3MHa M TeopwuinHa. OJHOBPEMEHHO KIUPEHC IEeTUPHU3HHA
ymeHbInuics Ha -16%, a takxke Ha -10% B cnydyae TeoduIMHA, KOTAA HETUPU3UH MPUHUMAIIN
NAIUMEHTHI, KOTOPBIE paHee MoJydaiy JiedeHre TeopuuimHoM. Tem He MeHee, peaABapUTeIbHOe
JieYeHUE I[ETUPU3UHOM HE OKa3bIBAJIO CYIIECTBEHHOIO BIMSHMS Ha (apMaKOKHMHETHUYECKHE
napameTpsl TeOQUIIIHHA.

[Tocne omHOKpaTHOTO MpUeMa IeTupusuHa B 1o3e 10 mr addexr ankoromns (0,8%) 3HAYUTEIEHO
HE YCUJIMBAJICS; CTATUCTUYECKU 3HAYMMOE B3aMMOJICUCTBUE C 5 MI Jra3enama ObUlo JOKa3aHo B
OJIHOM M3 16 MCUXOMETPHUYECKHUX TECTOB.

OpnHoBpeMeHHbIH mpreM 10 Mr HeTHpHU3UHA B JIEHb C TIIMIU3KAIOM MPUBEI K HE3HAYUTEIHHOMY
CHIDKEHHIO IOKa3aTeNel TMOKO3bl. DTOT 3((eKT He MMeeT KIMHUYECKOro 3HavyeHus. Tem He
MeHee, PEKOMEHIYeTCsI pa3/IeIbHbIN MPUEM — MIUIU3H YTPOM U HETHPU3HH BEYEPOM.

Cremnenb BcachblBaHUSI LIETUPH3UHA HE CHUXKAETCS MPU OJHOBPEMEHHOM IMpUEME IMHUIIH, XOTS
BcachlBaHME 3aMeIsieTcs Ha 1 yac.

B uccnenoBanuu ¢ MHOroKpaTHbIM IpueMoM puToHasupa (600 Mr aBa pa3a B 1€Hb) U LIETUPU3HUHA
(10 Mr B 1eHB) cTeneHb SKCIO3UIMNY IIeTHpU3KHa Oblla yBenrnueHa npuMmepHo Ha 40%, B TO BpeMs
KaK DKCIO3UIIMS PUTOHABUPA HE3HAUUTENBbHO n3MeHunach (-11%) BceacTBre COMYyTCTBYIOLIETO

npueMa uCTUupU3nHa.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALUS

bepeMeHHOCTD

JlanHble O IPUMEHEHUIO HETUPU3HHA BO BpeMs 6epemeHHocTH orpannyeHsl (300-1000 ucxomos
O0epemenHoctn). OpHako HE BBISBICHO Ciay4aeB (OpPMHUpPOBAHMS TOPOKOB pa3BUTHS,
IMOPHOHAILHON U HEOHATAJIbHOM TOKCUYHOCTH € Y€TKOW MPUUMHHO-CIIEICTBEHHOH CBS3BIO.
OKclepUMEHTAIbHbIE MCCIIEJOBAHUS HA J>KMBOTHBIX HE BBIABMIM KAaKUX-IHOO NPSAMBIX WIH
KOCBEHHBIX HEOJIaronpusATHBIX 3P(EKTOB LETUPU3MHA Ha Pa3BUBAIOLIMIICS U0 (B TOM YMCIE B
MIOCTHATaJIbHOM IIEPUO/IE), TeUeHHE OEPEMEHHOCTH U POJIOB.

[Tpu GepeMeHHOCTH Ha3HAYEHUE LIETUPU3UHA BO3MOXKHO I10CII€ KOHCYJIBTALMHU C BPAaYOM, B CIIydae
€CIIU Mpe/roiaraemMast 1moJyib3a /Ui MaTepH MpeBbIIIAeT MOTEHIUAIBHBIA PUCK AJIS IO/,
Jlakranms

He cremyer mpuMeHSTh LETHPU3WH BO BpEeMs TPYTHOTO BCKapMIIMBAHHS, T.K. IETHPU3UH
AKCKPETUPYETCSI C TPYAHBIM MOJIOKOM. LleTupr3uH BbIAENAETCS B TPYIHOE MOJIOKO B KOJIMUECTBE
25-90% OT KOHLIEHTpalMM B IJIa3Me€ KPOBH, B 3aBHCHMOCTH OT BPEMEHH OTOOpa mpol mocie
npuemMa npernapara.

HexxenaTenbHble peakliuy, CBS3aHHbIE C HETUPU3MHOM, MOTYT HaOII0OaThCsl Y TPYIHBIX JAETEH.
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B nepuoa rpynHoro BckapMIiIMBaHus Ipenapar pHMGHMHOJ%&f‘y%EHE& 11_[)_%11';](;1{;1',1écnn

npearojaracMas 1moJjib3a J4Jjis1 MaTCpu NpCBbIIIACT HOTGHHHaJIBHblﬁ PHUCK IJId pe6eHKa.

DdepTUabHOCTD

I[OCTYHHBIe JaHHBIC O BJIMJAHHK Ha (bepTI/IJ'II)HOCTB YCJIOBEKAa OIrpaHUYCHBI, OJHAKO

OTpUIATCIIBHOTI'O BIIUSAHUA HA (bCpTI/IJ'II)HOCTB B HCCJICAOBAHUAX Ha XXUBOTHBIX HE BBISIBJICHO.

4.7. BiusiHue Ha CrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJCcTBaMH M padorarhb ¢
MeXaHH3MaMHU
IleTupu3uH MOXXET NPUBECTH K IMOBBIIIEHHON COHJIMBOCTH, CIIEI0BATEIbHO, MpenapaT MOXKET

OKa3bIBaTh BIMSHHE HA CIIOCOOHOCTh YIIPABJIATH TPAHCIIOPTHBIMHA CPECACTBAMUA, MCXAHU3MAaMMU.

4.8. Hexkes1aTeIbHbIE peaKkHH.

JlaHHBIC, MONYYCHHbBIC B KIMHUYECKUX MCCICHOBAHUIX

Pesome npoghuns 6ezonacnocmu

Pe3ynbTaThl KIMHUYECKUX MCCIIEIOBAHUN MPOJEMOHCTPHPOBAIH, YTO IPUMEHEHNE IETUPU3HHA B
PEKOMEHI0BaHHBIX JI03aX MMPUBOJIUT K PA3BUTHIO HE3HAYUTEIIHLHBIX HEXeIIaTeIbHBIX 2(()EKTOB Ha
HEHTPaJbHYI0O HEPBHYIO CHUCTEMY, BKJIIOYas COHJIUBOCTh, YTOMIISIEMOCTb, TOJIOBOKPYKEHHE U
TOJIOBHYIO 00Jb. B HEKOTOpBIX cilydasx ObLIa 3aperucTpUpOBaHa MapajoKcaibHas CTUMYISIUS
LIEHTPAJIbHOW HEPBHOM CUCTEMBI.

HecmoTpst Ha TO, 94TO LETHPU3WH SBISIETCS CENEKTHUBHBIM OJokatopom mnepudepmueckux Hi-
PElenTOpOB U MPAKTUYECKH HE OKa3bIBA€T aHTUXOJIMHEPTHMUECKOTO ACHCTBHS, COOOIIANOCh O
eAMHUYHBIX CIydasx 3aTPyIHEHHUS MOUYEHCITYCKaHUS, HAPYIICHUSX aKKOMOJAIMU U CYXOCTH BO
pTYy.

Coo0manock 0 HapylmeHUsX (PYHKIUU TEUEHU, COMPOBOXKIAIOIIUXCS TOBBIIIIECHUEM YPOBHS
MEYCHOYHbIX (epPMEHTOB U OwnnpyOuHa. B OONBIIMHCTBE Cly4yaeB HEXKeNaTENbHbBIC SBICHUS
pa3pelianuch Mocie MpeKpaiieHus npruemMa IeTHpU3uHa.

Pestome nexcenamenvuvix peam;m?

HmeroTcss aHHBIE, TMONYYEHHbIE B XOJ€ JIBOMHBIX CJEMBIX KOHTPOJIUPYEMBIX KIMHHUYECKHX
UCCJIEIOBAaHMM, HAINpaBICHHbIX Ha CpaBHEHUE ILETHPU3MHA U Ianedo WiIM JIPYrux
AQHTUTMCTAMUHHBIX MPENapaToB, MPUMEHSIEMBIX B pEKOMEHAOBaHHBIX J103ax (10 Mr oauH pa3 B
CYTKH /7151 IleTUpu3nHa) 6osee ueM y 3200 marueHToB, Ha OCHOBAaHMH KOTOPBIX MOYKHO IIPOBECTH
JIOCTOBEPHBIN aHAIU3 JaHHBIX 110 0€30M1aCHOCTH.

CornacHo pe3yiapTaTaM 00BbEIMHEHHOTO aHallu3a, B MJIAe00-KOHTPOIUPYEMBIX HCCIIEIOBAHUSIX
OpY NPUMEHEHUHM LeTHpu3uHa B 03¢ 10 Mr ObLIM BBISBIEHBI CIEAYIOIIME HEXelaTeIbHble

peakuuu ¢ yactotor 1% wmnm BhiiIe.
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Hescenamenovnvte  peaxuuu | Illemupuzun 10 mz (n = 3260) | Ilrayeoo (n = 3061)

(mepmunonozus BO3)

Obwue HapyuieHus u

HApyuleHus 6 mecme 86€0€HUs

YToMiisieMoCTh 1,63% 0,95%

Hapywenus  co  cmoponuvl
HepPBHOIL CUCHEMbL

I'onoBokpysxeHue 1,10% 0,98%
T'onosuast 6016 7,42% 8,07%

Hapywenus co  cmoponsi

9fC€Jl)/’dO‘iH0'KMW€‘lH02O

mpaxkma
Boxb B )xuBoTe 0,98% 1,08%
CyxocTb BO pTY 2,09% 0,82%
TomuoTa 1,07% 1,14%

Hapywenus ncuxuxu

COHIUBOCTH 9,63% 5,00%

Hapywenus  co  cmopoHuvl
ovixameibHou cucmembol,
OpeaHos8 2pyoHolU KIemKu U

cpedocmenust

dapuHTHUT 1,29% 1,34%

XO0T4 4yacToTa Clly4yaeB COHJIMBOCTH B IpyIIie IETUPU3MHA ObUIa BBIIE, YEM TaKOBasl B IpyIIe
iane6o, B OOJBIIMHCTBE CIIy4aeB ATO HEXENATeNIbHOE SIBJICHHE ObUIO JITKOH MM yMEpeHHOMH
cTerneHu TskecTU. [Ipu 0OBEeKTUBHON OllEHKE, MPOBOAMMOM B pamMKax JPYTHUX HCCIEI0BaHUM,
OBLJIO MOJATBEPXKJIEHO, YTO NPUMEHEHHE LETHPU3WHA B PEKOMEHJOBAHHON CYTOYHOM J03€ Y

3A0POBBIX MOJIOABIX ,[[O6pOBOJ'ILI_ICB HEC BJIMACT HA UX MMOBCCAHCBHYIO dKTUBHOCTD.
CTH

B mnanie60-KoHTpOIMpYEeMBIX UCCIIEIOBAaHUSIX Y AETEH B BO3pacTe OT 6 mecsieB 10 12 meT Obutn

BBISABJICHBI CJICAYIOIIUC HEKECIIATCIbHBIC PCAKIIUU C yactotor 1% u BEIIIIE:
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Hescenamenvnvie  peaxyuu | Ilemupuszun|(n = 165E [JCIE '#n'ﬁq%glj:'hj\"‘—":lql-%%* 0t)
(mepmunonozua BO3)
Kenyoouno-kuweunvie
HapyuwieHus
Muapes
1,0% 0,6%
Icuxuueckue napywenus
COHIUBOCTH 1,8% 1,4%
Hapywenus  co  cmopoHvl
ovixamenvbHou cucmemol,
Op2aHO8 2pYOHOU KIemKu U
cpedocmenust
Pununt 1,4% 1,1%
Obwue napywenus u peakyuu @
Mecme 66e0eHUs.
YToMiisieMoCTh 1,0% 0,3%

ONBIT DOCTPETUCTPALIMOHHOI0 IIPUMEHEHUS

[ToMuMO HEKENATENbHBIX SIBICHHUMA, BBIABJICHHBIX B XOIC KIMHUYECKHX HWCCIICAOBAaHUH U
OTMCAHHBIX BBIIIE, B pAMKaX MOCTPETUCTPAIIMOHHOTO MPUMEHEHUS MPENapaToB, COACPIKAIINX B
Ka4yecTBE JCHWCTBYIOIIETO BEIIECTBA ETHPU3UH, HAONIONAINCH CIEAYIOUINE HeXelaTeIbHbIe
peaxIuu.

HexxenaTenbHble siBNEHUS, MPEACTABICHHBIE HIDKE MO KilaccaM cucteMbl opranoB MedDRA u
YacTOTE Pa3BUTHS, MOJTYYCHBI HAa OCHOBAaHWH JaHHBIX IMOCTPETHCTPAIIMOHHOTO TPHMEHEHUS
IpernapaToB, COJAEPKANINX B KAYECTBE JICHCTBYIOIIETO BEIIECTBA IETUPU3HH.

YacroTa pa3BUTHS HEXeNaTeIbHBIX SBICHUIN OMpeensaach CIeIyIIMUM 00pa3oM: OU4eHb 4acTo
(>1/10); gacto (>1/100, Ho <1/10); Heuacto (>1/1 000, o <1/100); penxo (>1/10 000, no <1/1
000); ouenp penko (<1/10 000), wacroTra Heus3BecTHa (HA OCHOBAHHHM HMMEIOIIUXCS JaHHBIX
OLICHUTh HEBO3MOXKHO).

Hapywenus co cmoponuvl Kpogu u tum@amuueckou cucmempl. 04eHb peoKo —
TPOMOOIIMTONECHHUSI.

Hapywenus co cmopoHbl UMMYHHOU cucmembl. pedKo — pEaKkIiH THIEPIYBCTBUTEILHOCTH; O4eHb
pedko — aHaPMITAKTUISCKUN IITOK.

HapyweHue MemabonuzmMa u NUMAHUsL: Yacmoma Heuseecmud — MOBBIIICHUE allleTUTA.
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Icuxuueckue napyuienus: neyacmo — BO30YKIEHHE; pe%g“—:-gﬁjggé '%;T%g&];ﬁ' éb’s'i'{llhm,

JeTIpeccusi, TAIUTIOIMHALIUY, OUYeHb peoKo — THK; Yacmoma Heusgecmua — CyUIMJAIbHbIE HIIeH,
HapyIIeHus CHa (BKJIIOYasi KOIIMApHbIE CHOBUIACHUS ).

Hapywenus co cmopoHul Hep8Holl cucmembl: Heyacmo — NapecTe3un; pedko — CYAOPOTH; OueHb
peoxo - U3BpallleHUE BKyca, TUCKUHE3Hs, AUCTOHHS, 0OMOPOK, TPEMOP; YaACmMOma Heu38ecmHa -
HapylleHue NaMATH, B TOM YHCIIe aMHE3Us, TIyXO0Ta.

Hapywenus co cmoponvl opeana 3peHus: oueHb pedko - HapyleHHe aKKOMO/IAIIUHU, HEYETKOCTh
3peHusi, HUCTArM; Yacmoma Heu3eecmua — BaCKyJuT.

Hapywenus co cmoponwl opeana ciyxa u 1abupunma: 4acmoma HeuseecmHa — BEpTHUTO.
Hapywenus co cmoponul cepoya: peoko — Taxukapausi.

Kenyoouno-kuuieunvie napyuenus: Heuacmo — NAAPesl.

Hapywenus co cmoponvl neuenu u dcenuesvlgoOawmux nymei: peoko — T€YEHOYHAs
HEJOCTAaTOYHOCTh C U3MEHEHHEM (YHKIIMOHAJIbHBIX MEYEHOYHBIX MPOO (MOBBILIEHUE aKTUBHOCTU
«IEYEHOYHBIX TpaHCAMHUHAa3», IeJo4HoW ¢ocdara3el, TaMMa-TIyTamMuiITpanchepassl u
KOHIICHTpaluu OMIMpyOHHA); Yacmoma HeuzeecmHa — TrenaTurT.

Hapywenus co cmopownsi kodicu u NOOKONCHbIX MKAHel: Hewacmo — Chillb, 3YHd; peoKko —
KPanuBHUIIA; OYEHb PeOKO — AHTMOHEBPOTHYECKHM OTEeK, CTOWKas JIeKapCTBEHHAs J>pUTEMAa;
yacmoma Heu3eecmua — OCTPbI T€HEPaIN30BAHHBIN d9K3aHTEMATO3HbIH ITYCTYJIE3.

Hapywenus co cmoponvl nouex u mouesvbigo0awux nymeii. 04eHb peoko — JU3YpHs, dHYpE3;
yacmoma Heu3gecmua — 3aJeprKKa MOUH.

Hapywenus co cmoponsvl MmbluieyHoll, CKelemHol U COeOUHUMENbHOU MKAHU: Yacmoma
HeuzeecmHa — apTpairus.

Obwue Hapywenus u peakyuu 6 mecme 66e0eHUs. Heuacmo — aCT€HUs, HEIOMOTaHHUe; peoKo —
nepudeprudeckue OTeKH.

Jlabopamophvie u uHcmpymenmanvHvle OanHvle: pedKo — TOBBIIICHHE MACChI Tela.

Onucanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/Iﬁ

ITocae MPEKpalCHUuA NPUMCHCHHUA LECTUPU3UHA OBUIH OTMEUEHBI CIydyand 3yaa, B TOM YHUCIC
HHTCHCHUBHOI'O 3ya W/1nn KpallMBHUIIBI.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co001aTh 0 0/I03PEBAEMBIX HEXKENATENBHBIX PEaKUAX 10CJI€ PETUCTPALlIH [Ipenapara ¢
[eNbl0 OOeCHeueHUss HENPEephIBHOIO MOHUTOPHHIA COOTHOIIEHUS <«II0JIb3a - PHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIHOOBIX
[IOI03PEBACMBIX HEXKENATENIBbHbIX PEaKLUAX JICKAPCTBEHHOI'O IIperapara 4epe3 HalMOHAJIbHbIE
CHUCTEMBl COOOIIEHHUS O HEXeNaTeIbHBbIX PEaKIUsIX ToCyAapcTB - wieHOB EBpasuiickoro

9KOHOMHYECKOT'O COrO3a.
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(NOCNEQCBATENEHOCTE 0001)

Poccuiickas @enepanus

109074, r. Mocksa, CraBsiHCKasl IIIomaib, 1. 4, ctp. 1

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npaBuamzop)
Tenedounsr: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru/people

4.9. Ilepeno3upoBka

CHMITOMBI

CuMnToMbI, HaOJFOTaeMBbIC TTOCIIE SBHOW MEPETI03UPOBKH IIETHPU3HHA, BIHSUIA HA IEHTPAIHHYIO
HEPBHYIO CHCTEMY WM ObUIM CBSI3aHBI C BO3MOXXHBIM aHTHUXOJHMHEPTUYECKUM 3 exToM.
CUMITOMBI, KOTOPBIE HAOIIOJAIKMCH ITOCIIE MPYUEeMa IO MEHbIIICH Mepe MATHKPATHOTO KOJINYECTBA
PEKOMEHIyeMO CYTOYHOM J103bI, BKJIIOUAJIU CJEIYIONIEe: CIIyTaHHOCTh CO3HAHUS, auapes,
YTOMJISIEMOCTh, TOJIOBHasE OO0JIb, HEJOMOTAaHHWE, MUApPUA3, 3y1, OCCIOKONCTBO, CEAATHBHBIN
3¢ (}eKT, COHIMBOCTD, CTYNOP, TAXUKAPIU, TPEMOP, 3aJePHKKa MOYH.

Jleuenue

Crienn(uueckoro aHTHIOTA HET.

B ciyuae nepeno3upoBKU peKOMEHAYETCS CUMIITOMATHYECKOE MW TOJJEPKUBAIOIIEE JICUCHHE.
[TpoMbIBaHMe KeNyaKa W/ WU MPUEM aKTUBUPOBAHHOTO YIJIS MOKET ObITh 3(()EKTUBHBIM, €CITU

NepeA03UpPOBKA IMTPOU30ILTIa HCAABHO. HeTI/IpI/IBI/IH YaCTUYHO BBIBOJAUTCA IPU AUATIU3C.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOCTBA

®dapmakoTepaneBTUUYeCKas TIpynna: IPOTUBOAUIEPIrUYECKOE CpPeAcTBO - Hi-rucTaMMHOBBIX
penenTopoB OJI0KaTOp

Kox ATX: RO6AEO07

MexaHHN3M e CTBUS

[leTnpusun sBIsSETCS METAOOIUTOM TMIPOKCHU3MHA, 00JIajaeT aHTUTUCTAMUHHBIM 3P PEKTOM C
POTUBOAJIEPTUUECKUM  JIecTBUEM. LleTMpu3uH OTHOCHUTCS K Tpylne KOHKYPEHTHBIX
AQHTarOHMCTOB THUCTaMUHa M OnokupyeT Hi-rucTaMuHOBBIE peHEnToOpbl C HEOOJBLINM
BO3/JICIICTBUEM Ha JPYTUE PELENTOPbl U NPAKTHUUECKH HE OKa3bIBA€T aHTUXOJIMHEPTHUUECKOTO U
AQHTUCEPOTOHWHOBOTO JEHCTBUS.

[leTnpu3uH OKa3bIBAaeT BIUSHUE HAa THCTAMUH3aBUCHUMYIO CTaJHI0 aJUIEPIMUYECKUX peaKiuil

HEMCAJIICHHOTI'O HeﬁCTBHH, a TaKXC YMCHBIIACT MUTPALUIO 3031/IHO(I)I/IJ'IOB U OrpaHU4YuBacT
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BBICBOOOKICHAE MEIUATOPOB IIPH AJIICPTHIECKHUX peaKﬂﬂ%(%lﬁ%iglgﬁJo@gl i I.:ﬁﬁ'd&'rll“ll;ll‘lléCKI/I

HE IPOXOAUT Yepe3 reMaTosHIedanrniyeckuii 6appep M, CIeJ0BaTENbHO, IMOYTH HE CHocoOeH
JIOCTUYb LIEHTPaJIbHBIX peuentopoB Hi.

dapmakogngamuyeckue 3P HeKTel

B uccnenoBaHusx BIMSHUS TUCTAMUHA HA KOXKY JICUCTBUE LIETHPU3UHA B 103€ 10 MI HAYMHAJIOCH
yepe3 | wac, JOCTHUTano MakcUMyMma co 2-ro mo 12-pIif yac W Bce emle Ha0JIoJaioch Ha
CTAaTHCTUYECKU 3HAYMMBIX YpPOBHSAX uepe3 24 yaca. B JomonHeHMH K aHTHUTHCTAMUHHOMY
3 dexTy NEeTUPU3UH TaKke 00JadaeT MPOTUBOBOCHATUTEIBHBIM 3(PPEKTOM M TEM CaMbIM
OKa3bIBACT BIIMSHUE HA TIO3HIO a3y aJIepruuecKor peakiuu:

- mpu 103¢ 10 Mr oIMH UITH J1Ba pa3a B IeHb, MHTHOUPYET MO3AHIOK0 (pa3y arperauu 503MHO(UIIOB
B KOXE;

- ipu 03¢ 30 MT B JIeHb MHTHOMPYET BBIBEJCHHE Y03MHO(HIOB B OPOHXHAIBHYIO JIbBEOJISIPHYIO
YKHUJIKOCTb MOCJIC BRI3BAHHOT'O AJJICPIEHOM OPOHXHAIILHOTO CYXKCHHUS;

- UHTUOMPYET BBI3BAHHYIO KAIUTMKPENHOM TIO3THIOI0 BOCTIAIUTEIBHYIO PEaKIIHIO;

- TTO/IABIISICT DKCIPECCHI0 MapKepoB BociasieHus, Takux kak ICAM-1 wimm VCAM-1,

- HHTUOUpYeT AeicTBUE THCTAMUHOINOEpaTopoB, Takux kak PAF wiu cyOctanmus P.

5.2. ®DapmakoKkuHeTHYECKHE CBOMCTBA.

AOGcopOuust

[Tocne mpreMa BHYTpb LETUPU3UH OBICTPO aOCOPOUPYETCS U3 KEITYAOUYHO-KHIIEYHOTO TPAKTA.
PaBHOBecHast KOHIIEHTpAIIHS JJOCTUTAeTCs Yepe3 3 JIHS.

VY B3pocibIX mocne mpueMa netupusuHa B n1o3e 10 mr makcumanbHas koHIEHTpaus (Cmax) B
I1a3Me KpoBHU JocTuraercs yepes 1-2 yaca u cocrasisier 350 HI/miL.

[lpu mpueme nerupusnHa B (HopMe Karenb MaKCUMalbHbIE KOHIEHTPAIMU B TUTa3Me KPOBHU
JIOCTUTAIOTCS ¢ 60JIee BBICOKOW CKOPOCTBIO.

Pacnpenenenne

Pacnpenenenue nocne mpuema 10 Mr coctaBisieT 35 TUTPOB Y B3pOCIBIX, a CBA3BIBAHUE C OCJIKaMU
r1a3Mbl KpoBH — 93%. V neteit 00beM pacnpeiesieHus Mocye MprueMa S M COCTaBIIsIeT TPUMEPHO
17 nutpos.

He3HaunTenbHOEe KOTUYECTBO [IETUPU3UHA BBIIETSETCS B TPYAHOE MOJIOKO.

buorpancdopmarms

V B3pocasix 60% 10361 BEIBOAUTCS U3 OpraHn3Ma B HEU3MEHEHHOM BHUE MTOYKAMH.
DJIMMUHALNS

[Tocne mpuema 10 Mr y B3pocibix oOmmii knupeHc nerupusuHa coctasisier 0,60 Mi/MUH/KT;
nepuoA nonyseiBeaeHus (T12) cocrasisier npumepro 10 u.

[IpueM HeCKONBKHX 703 HE HU3MeHsAeT (apMakOKHUHETHUeCKHe mapameTpsl. [lpu mnpueme
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LIETMPU3UHA B CyTOUHOM 03¢ 10 Mr B Teuenue 1{) nueit @%ﬁ%ﬂﬁpﬂﬁéﬁ&%ﬂﬁ e ':;{];651';-]6:;'1:511"0%.

[Toce OkOHYaHMS JIEYCHHs] YPOBEHb IETUPHU3MHA B IUIa3Me KPOBU OBICTPO TMAgacT HIDKE
ompeenseMbIX TpeaenoB. [IOBTOpHBIE aIeproIOoruH4ecKie TECThl MOXKHO BO30OHOBHUTH Yepe3
3 mHs.

JIn"elHOoCTh (HEIUMHEHHOCTE)

dapMaKOKMHETHYECKUE MapaMeTpbl LIETUPU3UHA IIPU €r0 MPUMEHEHUU B J03aX oT 5 10 60 mr
U3MEHAIOTCS JIMHENHO.

IloyeyHas HEIOCTATOYHOCTh

VY manMeHToB C MOYeYHOW HEJOCTaTOUYHOCTHIO JIETKOM CTENEHU TsHKECTH (KIMPEHC KpeaTHHUHA
(KK) > 50 mi/muH) papMakOKHHETHYECKHE MapaMeTpbl aHAIOTUYHBI TAaKOBBIM Y 3I0POBBIX
JTOOPOBOJIBIIEB ¢ HOPMATILHON (PYHKIIMEH MMOYEK.

YV namnueHToB ¢ MOYeYHOM HEJ0OCTaTOYHOCThIO cpeaHel creneHu Tsokectd (KK 30-49 mu/mun) Tz
yanuHsieTcss B 3 pasa, a oOmmii kiaupeHc cHmkaetcss Ha 70% OTHOCHTENBHO 3I0POBBIX
TOOPOBOJIBIIEB C HOPMATIBLHON (PYHKIIUEH MMOYEK.

VY nmanuenTtoB, Haxoasumxcs Ha remoauanmse (KK < 7 mn/mun), npu npueme neTupu3nHa BHYTPb
B o3¢ 10 Mr, oOmui KIMPEHC CHIKAETCS NMPUOIU3UTENIbHO Ha 70% OTHOCHTEIIBHO 340POBBIX
T0OpOBOJBIIEB C HOpMaJIbHOU (DyHKIMEH MoYek, a T1, yanuHsercs B 3 pasa.

Menee 10% netupu3rHa yaanseTcs B X0A€ CTAaHIaPTHOM MPOIEyphl TeMOIHaIN3a.

IIeueHoUHAs HEAOCTATOYHOCTDH

Y  [anueHToB €¢  XpPOHMYECKMMM  3a00JIeBaHUSIMM  [€4eHU  (TenaToLEUIIOJIPHBIM,
XOJIECTaTHUECKUM U OMIIHapHBIM LIUPPO30M) ITPU OJHOKPATHOM IIpHUeMe LeTUpu3uHa B 103e 10 Mr
wiu 20 mr T12 yBenuuuBaetcs npuMmepHo Ha 50%, a knupeHc cHnxaercs Ha 40% 1o cpaBHEHHIO
CO 3/I0POBBIMH CYOBEKTAMH.

Koppeknust 10361 HeoOXoquMa TOJBKO B Cilydae, €CIM Yy TMAalMeHTa ¢ MeYeHOYHOH
HEI0CTaTOYHOCTBhIO MMEETCsI TAKXKe COIMYTCTBYIOIIAsl OYeUHasi HEJJOCTATOYHOCTb.

JInia moyKuJIoro Bo3pacra

V¥ 16 noXuIbIX JIML IpY OJJHOKPATHOM Ipreme netupusnna B 103e 10 mr T12 6611 Boimie Ha 50%,
a CKOpOCTb BbIBe/IeHUs Obliia Huxke Ha 40% 10 CpaBHEHUIO C KOHTPOJIBHOU TPYIIION.
CHMmKeHNe KIMpPEHCa LIETUPU3MHA Y TOKWIBIX NAllMEHTOB BEPOSITHO CBSI3aHO C YMEHBIIEHUEM
(GYHKIIMY MOYEK Y 3TON KaTeropuH MalueHTOB.

eTH
dapMaKOKMHETHYECKUN MPO(PUITH IETUPU3NHA aHAJOTMUYEH Y B3POCIBIX U JIEeTEH.
VY nereil mocne mpuemMa LETUPU3UHA B J03€ 5 MI' KOHIIGHTpAllUs aKTHUBHOM CyOCTaHLIMU B
OpraHu3Me Takas e, Kak M 'y B3pocibIX nocie mpuema 10 mr.

VY nmereii mocse nmpuema MeTUPU3NHA B J103€ 5 MI' MakcuMaibHast KoHieHTpanus (Cmax) B Ia3me
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JCNENQBATENBHOCTE 0001)

11
KpOBHM J0CcTUTaeTcs yepe3 1 yac u cocrasiuser 25 ar/vot |OC]

VY nereii B Bo3pacte ot 6 10 12 netr 70% 10361 BBIBOJUTCA U3 OPraHU3Ma B HEM3MEHEHHOM BHJIE
MOYKaAMHU.
[Tocne mpuema 5 mr y nmereit o0l kimpeHc nerupusuHa coctaBisieT 0,93 mu/mun/kr. Tie y

nereit ot 6 1o 12 net cocrapisier 6 4yacoB, y AeTeit oT 2 110 6 JIeT - 5 4acos.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/ibHbIX BEIECTB.

S npo TabiueTku

LEJUTI0J103a MUKpOKpHcTaundeckas (MKII-101)
JIAKTO3bI MOHOTHJIPAT (Ccaxap MOJIOUHBII)
KpPOCKapMeIUI03a HaTpHsI

MarHusi creapar

KPEMHHUS JUOKCUJI KOJIJIOUTHBIN

noBuI0H-K25

CocraB 000104YKH

MOJIMBUHWIOBBIN CITUPT

makporoi-4000

TUTaHA JUOKCHU]L

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

B 3amumnienHoM ot cBeTa MecTe Ipu TeMiieparype He Boie 25 °C.

6.5. XapakrTep u cofep:kaHue NePBUYHOH YIAKOBKH

ITo 10 TabneToK B KOHTYPHYIO STUEHKOBYIO YITAaKOBKY U3 IJICHKH MOJUBUHUIXJIOPUIHON U POJIBIU
AJIIOMUHHMEBOM I€YaTHOH JIAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50 unu 100 TabieTok B OaHKK U3 MOTUATHIICHTepedTanaTa asist JIeKapCTBEHHBIX
CPEICTB WJIH MOJIUIPOINUICHOBBIE ISl JIEKAPCTBEHHBIX CPEACTB, YKYINOPEHHBIE KPBIIIKAMHU W3
MOJIMATUJIEHA BBICOKOI'O JIABJIEHMS C KOHTPOJIEM II€PBOTO BCKPBITUS WM  KPBIIIKaMU
MOJIMIIPOIIMJIEHOBBIMM C CHCTEMOH «HaXaTb-TIOBEPHYTH» WM KpBIIIKAMU U3 IOJMITHICHA
HU3KOTO JJaBJIEHUS C KOHTPOJIEM IIEPBOTO BCKPBITHSL.

Opny Oanky unu 1, 2, 3,4, 5 nunu 10 KOHTYPHBIX STYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKIMEH 110

MCIUTTUHCKOMY NPUMCHCHHUIO (JII/ICTOK-BKJ'Ia,Z[BIIJ_I) NMOMCIIAIOT B KAPTOHHYIO YIIAKOBKY (r[aqu).
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCT npu' | Yrittoxenr | GicHbmuiosatoro

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara, 1 Apyrue MaHMnyJsiiuu € nmpemnaparTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «O308»

Poccus, 445351, Camapckas 06:1., . XKurynesck, yi. [Tecounas, 1. 11.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBuTtenb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEHHUS

IIpereH3uu HOTD66I/ITCJ'IGI‘/‘I HarpaBJTh 11O aAPECyY.

Poccuiickas ®@enepanus

000 «O308»

Poccus, 445351, Camapckas 00:1., r.0. JKurynesck, 1. XKurynesck, yi. ['ugpocrpoutenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MMOATBEPKIEHUS
PETACTPAIIAN, TEPEPETVCTPAIIAN)

JlaTa niepBoOi perucTpanyu.

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTHKa  JIEKapCTBEHHOro  npemnapara  lletupusunH, pgocTymHa  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HMH(DOPMAIOHHO-

KOMMYHHKaHHOHHOﬁ CETHU ((I/IHTepHCT ».
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