MMHHCTEPCTBO 3JPABOOXPAHEHUS POCCUMCKON ®EJIEPAILINN

NMHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHNIO JIEKAPCTBEHHOI'O
[IPEITAPATA

3UPTEK®

Perncrpanuonnsriii Homep: [T N014186/01
Toprosoe HauMeHoBanue: 3UpTeK®
Me:xkayHapoaHoe HeMATEHTOBAHHOE HAMMEHOBAHUE: IETUPU3UH

JlekapcTBennasi gopMa: TabIETKH MOKPHITHIE TUIEHOYHOM 000JI0UKOMA

Cocras

Heticmeyiowee sewecmso: netupusuna auruapoxiaopua 10,00 mr.
Bcnomozeamenvuvie gewyecmea: nenntono3a MUKpokpucramundeckas (Asuuen PH-
102) 37,00 mr, makTo3bl MOHOTHIpAT 66,40 M, KpEeMHUS THOKCH T KOJIouAHbIH 0,60
Mr, Maraus creapar 1,25 mr, onaapaii® Y-1-7000 3,45 mr (runpomenosa (E 464)

2,156 mr, Tutana quokcun (E 171) 1,078 mr, makporos 400 0,216 mr).

Onucanue
benble mnpoponroBarbie TaOJETKH, MOKPBHITHIE IUIEGHOYHOM OO0OJOYKOM, C

MOTIEPEYHOM PUCKON U TPABUPOBKOM «Y» MO 00EHM CTOPOHAM OT PUCKH.

dapMmakoTepaneBTH4YeCKasi TIPyNna: I[IPOTUBOALIEPTUYECKOE CPEACTBO -

H;-rrcTaMUHOBBIX PEIenTOpoOB OJI0KATOP.

Kon ATX: RO6AEQ7



dapmakoJ0ruyecKre CBoMcTBa

DapmakoounamuuecKue ceolcmea

Mexanusm oeticmeus

[leTMpH3UH — aKTHMBHOE BEMIECTBO Npemnapara 3upTek® — sBIgeTcs MEeTa0oIuTOM
TUAPOKCU3HMHA, 00JaaeT aHTUTUCTAMUHHBIM 3G ()EKTOM ¢ MPOTUBOATICPTUYECKUM
JnercTBueM. LleTMpu3nH OTHOCUTCS K TpyHne KOHKYPEHTHBIX AHTAarOHUCTOB
ructaMuHa ©  OnmokupyeT Hji-THCTaMUHOBBIE pelenTopel ¢ HEOOJIBITUM
BO3JCHCTBUEM HAa JPYTHE€ PEUENnTOpbl M MPAKTUYECKH HE  OKAa3bIBAECT
AHTUXOJMHEPTUYECKOTO U aHTUCEPOTOHUHOBOTO JICUCTBUS.

[leTnpu3nH OKka3bIBACT BIUSHUE HA THCTAMUH3ABUCUMYIO CTAJUI0 aJLICPTUYECKUX
peakIuii HeMeJIJICHHOTO JIEUCTBUS, a TAKKE YMEHBIIIAET MUTPAIUIO Y03UHOPHUIIOB U
OTPaHUYMBACT BBICBOOOXKJICHHE MEAMATOPOB IPH AJUIEPTHYECKUX PEaKIUsIX
3aMeUICHHOTO Tuma. [IpakThuecku He MPOXOJMUT Yepe3 reMaTodHIe]aIndecKuii
Oappep U, CIIEIOBATEIbHO, TOYTH HE CHOCOOCH JOCTHYh LEHTPAJIbHBIX

peuentopos Hi.

DapmarxoouHamuka
B uccnenoBaHusx BIUSHUS THCTaMMHA Ha KOXY JEHCTBUE LETHUPU3MHA B J103€
10 Mr HaunHANIOCH Yepe3 | Jac, JoCTUraio MakcuMmyma co 2-ro o 12-w1if yac u Bce
emie HaOJMIOJAJIOCh Ha CTAaTHUCTUYECKH 3HAUYMMBIX YpPOBHSX udepe3 24 daca. B
JIOTIOJIHEHWH K AaHTUTHCTaMUHHOMY d(QexTy NIeTUpH3uH Takke obsagaer
MPOTUBOBOCTIATIUTENLHEIM 3()PEKTOM U TEeM camMblM OKa3bIBAaeT BIMSHHE Ha
NO3/IHIOK0 (ha3y aJlJIepruuecKor peaKiuu:
- Ilpu moze 10 Mr oauH WM JBa pas3a B JIeHb, MHTUOUPYET MO3AHION (azy
arperanuu 303MHO(UIOB B KOXKE;
- Ilpu no3e 30 Mr B JeHb, HMHTUOMPYET BBIBEACHHE HO3MHO(UIOB B
OpOHXHMATBHYIO aJHBEOJISIPHYIO KUAKOCTH IMOCIIE BBI3BAHHOTO AJIJICPIreHOM

OpOHXHMAILHOTO CY>KCHHS,



- HWHrnbupyer BBI3BAaHHYIO KaJUIMKPEWHOM IIO3[IHIOI0 BOCHAIHUTEIBHYIO
peaKuuio;

- TlomaBnsieT skcnpeccuio MapkepoB BocmnaneHus, Takux kak [CAM-1 wim
VCAM-1;

-  Wurubupyer nelcTBHE THCTaMUHOJIMOEpaTopoB, Takux kKak PAF wmm

cyocranmus P.

DapmakoKunemuka:

Bcacwvisanue

[locne mnpuema BHYTpb npemapar OBICTpO abcopOupyeTcs U3 KeIlyJA04YHO-
KUIIEYHOTOo TpakTa. PapMaKOKMHETHYECKHE MapaMeTphbl IETUPU3MHA TIPU €ro
NPUMEHEHUU B n03ax OT 5 g0 60 Mr wusMmeHstoTcs JMHENHO. PaBHOBecHas
KOHIICHTPAIU JOCTUTAETCs Yepe3 3 IHs.

dapMaKOKHHETUUECKUN MPOGUITb IETUPU3UHA aHAJIOTUYEH Y B3POCIIBIX U JETEH.
VY nereil mocie npuéma UETUPU3MHA B J103€ 5 MI KOHLEHTPALMS aKTUBHOU
cyOCTaHUIMU B OpraHU3Me, Takas K€, KaK U y B3pocibIX nocie npuema 10 mr. Y
B3POCIIBIX TOCJIE MpUeMa LEeTHpU3rHA B 103€ 10 Mr MakcumasnbHash KOHIIEHTpAIUs
(Cmax) B TUIa3Me KpOBH goctHraercs depe3 1 - 2 yaca u cocrapiusget 350 Hr/mi. Y
JETeH mociie mprueMa [ETHPU3KHA B J103¢ 5 M MakcuMalibHast KOHIEHTpA¥s (Cmax)
B IJIa3M€ KPOBHU JoCTUTaeTcs yepe3 1 yac u cocrapinset 275 HI/MIL

[Ipu npueme neTupusnHa B popMe Kareib MaKCUMalbHbIE KOHIICHTPAIUHU B TIJIa3Me

KPOBH JTOCTHTAIOTCS C 00JIee BBICOKOI CKOPOCTBIO.

Pacnpeoenenue

Pacnpenenenne nocne mpuema 10 Mr cocraBisier 35 JIUTPOB Yy B3POCIHBIX, a
CBSI3bIBaHHE C O€IKaMHU IIJ1a3MbI KpOBH - 93%. V neTeit 00beM pacipeeacHus mocie
npreMa 5 MT COCTaBIISIET MPUMEPHO 17 TUTPOB.

He3naunTenbHO€ KOJIUYECTBO LOCTUPU3HNHA BBIJICISICTCA B IPYAHOC MOJIOKO.



Memabonusm

Yy B3POCJbIX 60% A03bI BEIBOAUTCA U3 OpraHn3Mad B HCU3MCHCHHOM BHUJC ITIOYKAMU.

Buviseoenue

[Tocne mpuema 10 Mr y B3pOCHBIX OOUIMH KIUPEHC LETHUPU3MHA COCTABISET
0,60 mu/mun/kr; nepuoa nonysbiBeaeHus (T12) coctaBiser npumepHo 10 yacos.
[Ipuém HeCKONBKUX /103 HE U3MEHseT dapMaKOKMHETHUecKue mapaMmerpnl. [Ipu
nmpueMe Impernapara B cyrouHod noze 10 mr B Teuenwe 10 mHEn Kymymsuuu
[ETUPU3UHA HE HAaOJII0/1aJI0Ch.

[Tocne okoHYaHUs JIeYEHUs] YPOBEHb LIETUPU3MHA B IJIa3Me€ KPOBU OBICTPO MajaeT
HIKE ONpeNesieMbIX npeaenoB. [IoBTOpHbIE aieprojoru4eckue TeCThl MOKHO

BO300OHOBUTH 4epe3 3 JAHs.

OmoenvHule epynnvl NAYUeHmos

Loorcunvle nayuenmeoi:

VY 16 noXuibIx JUL TpU OAHOKPATHOM Ipueme mnpenapara B go3e 10 mr T Obu1
Bbiie Ha 50 %, a ckopocTh BbIBeAeHHUs Oblia Hibke Ha 40 % 1Mo cpaBHEHUIO C
KOHTPOJIbHOM TPYIIIOM.

CHMKEHUE KIMPEHCA LETUPU3MHA Y TMOKWIIBIX IMAallMEHTOB BEPOSTHO CBSI3aHO C

yMeHbIIIeHuEM (QYHKIIMH TTOYEK y 3TON KaTeropuu MalyeHToB.

Jlemu:

VY nereit ot 6 10 12 et 70% 10361 BHIBOJAUTCS U3 OpraHu3Ma B HEU3MEHEHHOM BH/IE
MTOYKAMU.

[locne mpwema S5 ™Mr y pgereil oOmUi KIMPEHC IETUPU3UHA COCTABISET
0,93 MJI/MUH/KT.

T y nereit ot 6 1o 12 net cocrapnusier 6 yacos, oT 2 A0 6 J€T — 5 4acoB.



Ilayuenmul ¢ noueunou HedoCmMamo4HoOCmyio:

VY nmanueHToB ¢ MOYEYHOW HEIOCTATOUHOCTHIO JIETKOW CTEMEHH TSKECTH (KIMPEHC
kpeatuanHa (KK) > 50 mu/mMuH) dapMakoKHHETUYECKHE TTapaMeTphl aHAIOTUYHbI
TaKOBBIM Y 37I0POBBIX JOOPOBOJIBLIEB C HOPMAIbHON (DYHKIIHEH MOYEK.

VY nanMeHToB € MOYEYHOW HEIOCTATOYHOCTBIO CpPEAHEH CTENEHU TAKECTH
(KK 30 — 49 mn/mun) Ti, yamuHseTcs B 3 pasza, a oOIIMM KIMPEHC CHIDKAeTCs Ha
70 % OTHOCHUTENHHO 370POBBIX JOOPOBOJIBIIEB C HOPMAIBHON (DYHKIIHEH MOYEK.

Y mnanuenTtoB, Haxoasmuxcs Ha remoauanuse (KK < 7 mu/mun), mpu mpueme
npenapara BHyTpb B 103€¢ 10 Mr oOIIMiA KIIMPEHC CHUXKAETCS MPUOIU3UTENBHO Ha
70 % OTHOCHUTENBHHO 3/I0POBBIX JOOPOBOJIBLIEB C HOPMAIBLHON (PYHKIMEH MOYEK, a
T ynunasiercs B 3 pasa.

Menee 10% netnpusuHa yaansercs B X0J€ CTaHIAPTHOW MPOLETYPbl TEMOINATN3A.

Ilayuenmul ¢ neuenouHou HEOOCMAMOYHOCMbIO!

VY NanuueHToB ¢ XpPOHUYECKHMMH 3a00JI€BaHUSMHU IE€YEHHU (TENaTOLEIUTIONISPHBIM,
X0JIECTAaTUYECKUM U OMIMApHBIM LIUPPO30M) IIPU OJHOKPATHOM IIpUEME Mpenapara
B 03¢ 10 nim 20 mr Ty, yBemmuuBaercs npumepHo Ha 50 %, a KITUPEHC CHUKAETCA
Ha 40 % 1o CpaBHEHUIO CO 3JJOPOBBIMU CYOBEKTaAMH.

Koppekuust 1036l HE0OX0AMMA TOJIBKO B CIIyyae, €Clid y MalHMeHTa ¢ MeYEHOYHON

HCIOCTATOYHOCTBIO NMCCTC TAKIKC COIIYTCTBYIOIIAA ITOYCUHAS HCAOCTATOYHOCTD.

IHoxkazaHus K NPUMEHECHUIO
[TpumeHeHure npenapara MoKa3aHo y B3pOCIbIX U AeTel ¢ 6 JeT i 00JeryeHus:

- Ha3aJbHBIX U I1a3HBIX CUMIITOMOB KPYTJIOTrOJUYHOTO (MIEPCUCTUPYIONIETO) U
CE30HHOTO  (MHTEPMUTTHPYIOIIEr0)  aJIEPrUYECKOro  pUHHUTA |
QJUIEPrUYeCKOr0 KOHBIOHKTMBUTA: 3yJa, YMXaHbS, 3aJ0KEHHOCTH HOCA,
PUHOpEH, CIE30TEYEHNS], TUIIEPEMUN KOHBIOHKTHUBBI;

- CHMIITOMOB XpPOHHUYECKOW UIUONATUYECKON KPAITMBHULIBI.



HpOTl/IBOHOKa3aHI/Iﬂ

MOBBIIIICHHAS] YyBCTBUTEIBHOCTD K IETUPHU3UHY, THIPOKCU3UHY WU TPYTHM
MPOU3BOJHBIM MHIEpPa3uHa, a TakkKe JIOOMY JIpyroMy KOMITOHEHTY
npernapara,

TEPMHHAIFHAS CTaIUs MMOYCYHOW HEIOCTATOYHOCTH (KIMPEHC KpeaTWHHHA
< 10 ma/MuR);

JleTckuii Bo3pact 10 6 yietT (1)1 JaHHOH JIeKapCTBEHHOU (POPMBI);
HacnencTBeHHass HEMepeHOCHUMOCTh TajlaKTO3bl, HEAOCTATOK JIAKTa3bl WIIH

CHUHAPOM IJIFOKO030-TaJaKTO3HOM MEUIB&6COp6HI/II/I.

C 0CTOPOKHOCTHIO

XpPOHUYECKAsl MOY€YHas HEAOCTAaTOYHOCTh (MpU KIUPEHCE KpeaTWHHUHA
> 10 mJ1 B MUH TpeOyeTcsi KOPPEKIUs peXuMa 103UPOBaHUA);

HAIUEHTHl MOKUIIOT0 BO3pacTa (MpU BO3PACTHOM CHIKEHUHU KIIyOOUKOBOU
(bunbTpaLyn);

AMUJICTICUS U MALIMEHTHI C OBBILIEHHON CYJJOPOKHOM TOTOBHOCTBIO;
NAlMeHThl C MpeapachoyiaraloliMMu  GakTopaMu K 3a€pKKE MOYHU
(cm. paznen «OcoOble yKa3aHus»);

npyu  OJHOBPEMEHHOM  yMNOTpeOJieHWH C  alkorojiieM (CM.  pasuen
«B3anmoaencTBrE ¢ APYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMK);

NEPUOJI TPYAHOTO BCKAPMIIMBAHUS;

OCpEeMEHHOCTb.

IIpuMeHeHue npu 0€epeMEHHOCTH U B MEPHO/I IPYIHOT0 BCKAPMJIMBAHUSA

bepemennocme

I[aHHble 0 NMPHUMCHCHHUIO NLCTHPHU3WMHA BO BPCMsI 6€p€MeHHOCTI/I OTpaHHUYCHLI

(300-1000 ucxomoB 6epemenHocTH). OHAKO HE BBISBICHO CITydaeB (pOpMUPOBAHUS



MOPOKOB Pa3BUTHUS, AMOPUOHAIBHOM M HEOHATaIbHONM TOKCHYHOCTU C YETKOU
MIPUYUHHO-CJIEICTBEHHOMN CBS3bIO.

DKCHepUMEHTAIbHBIE HWCCIAEAOBAaHUS Ha J>KUBOTHBIX HE BBIIBHIA KaKHX-JTHOO
OpSMBIX WM  KOCBEHHBIX HEOJaronmpusTHeIX 3(PEGEKTOB LETUPU3MHA Ha
pa3BUBaOIIMiics TUI0J (B TOM 4YHCIE€ B IOCTHATaJIbHOM TIEPHUOJIE), TEUECHUE
OEpEMEHHOCTH U POJOB.

[Ipu GepemMeHHOCTH Ha3HAYEHHUE LETUPU3MHA BO3MOKHO IOCJTE KOHCYJIbTAIMH C
BpauoM, B Clly4yae €Clu Ipeanonaraemas I10Jb3a JUIsi MaTepu IPEBBIIACT

MOTEHIMAIIBHBIN PUCK JIJIA MII0/IA.

Ilepuoo epyonoco eckxapmaueanus

He crnegyer mpuMeHSATh LETHPU3UH BO BpeMs TPYIHOTO BCKapMJIMBaHUs, T.K.
LHETUPU3UH D3KCKPETUPYETCS C TpYIHbIM MOJOKOM. lleTnpusuH Bblaensercss B
IrpyIHOE MOJIOKO B KonnuecTBe 25-90 % OT KOHLEHTpanuu B IUIa3Me KPOBH, B
3aBHCHMOCTH OT BpeMEHH 0TOOpa Mpo0 nocie npuema npenapara. HexxenarenpHsle
pEaxIuu, CBsI3aHHbIC C IIETUPU3UHOM, MOTYT HAOIIOAATHCS Y TPYIHBIX JIETEH.

B nepuoj rpyiHOro BCKapMIIMBaHUS MPUMEHSIIOT MOCJIE KOHCYJIBTAllUU C BPAyOM,
eclii IpeJroiaraemMasl mojib3a Ui MaTepy MPEBbIIAET NOTEHIUATbHBIA PUCK IS

pebeHka.

DepmunvHocmy

JlocTynHbIe TaHHBIE O BJIUSHUU Ha (PEPTHIHLHOCThH YEJIOBEKAa OrPaHUYEHBI, OJTHAKO
OTPUIIATEIHLHOTO BJIMSHUS Ha (DEPTUIHLHOCTh B MCCIIEIOBAHUSX HA KUBOTHBIX HE
BBISIBJICHO.

[Tepen mpuMeHeHEM IpenapaTa, eciiu Bel 0epeMeHHbI, WM IIpeanojaraere, 4To Ber
MOTJIK OBl OBITh OCPEeMEHHOW, WM IIaHUpYyeTe OEpEeMEHHOCTb, HEOOXOIUMO

MIPOKOHCYJIBTUPOBATHCS C BPAUOM.



Cnoco0 npuMeHeHus M 103bl
BnyTpb.

[IpuHuMaTh TIpenapar cleayeT BeuepoM, T.K. CHUMITOMBI CTaHOBATCS OoJjiee
BBIPAKECHHBIMH BEYEPOM.

I[Tpenapar 3upTek® creayeT NPUMEHAThL HE Pa3KeBhIBasi, PEKOMEHIYETCS 3alMBaTh
BOJIOMH.

I[Ipenapar 3uprex® MOKHO NPUHUMATH HE3aBHCUMO OT ITPUEMA ITHIIIH.

B3pocnvim

10 mr (1 Tabnetka) 1 pa3 B AeHb.

Jlemu

Jlemu om 6 0o 12 nem

10 mr (1 Tabnerka) 1 pa3 B 1€Hb.

[Tpo10IKUTETLHOCTD JICUEHUS HE JODKHA MPEBHIIATh 4 HEJEb.

AnpTEpHaTUBHO, 7032 MOXET OBITh  pa3JeiecHa Ha JBa  IpUeMa

(o 1/2 TabneTku yTpoM U BEYEPOM).

Jlemu cmapwie 12 nem
10 mr (1 Tabnerka) 1 pa3 B 1cHb.
Nuorna HavanbHO#M 10361 5 Mr (1/2 TaGneTKH) MOXKET OBITh JJOCTATOYHO, €CJIU ITO

IMO3BOJIACT AOCTHYDb YAOBJICTBOPUTCIIBHOI'O KOHTPOJISA CUMIITOMOB.

Hetsim ¢ noueunoti nedoocmamounocmvio 103y KoppekTupyioT ¢ yuyerom KK u

MacCcChI T€J1a.

OmOoenvHble 2pynnvl NAYUEeHMOo8

HCZL}MGHm bl NOIHCUTIO20 603pacma



M3-3a BO3MOXHOTO CHWKCHHS (DYHKIIMH TOYEK PEKUM JO3UPOBAHMS TIperapara
clelyeT  KOppekTupoBatb (cM. moapaznen  «llayuenmwvl ¢ noueuHol

HedocmamoyrHocmbioy pazaena «Crnocod NpUMEHEHUS U J103bD»)

llayuenmul ¢ noueyHoti HeAOCMAaMoOYHOCMbIO

[TockonbKy mpemnapaT 3upTek”® BBIBOAUTCS U3 OPraHM3Ma B OCHOBHOM MOYKAMH (CM.
noapasnuen « PapmakokuHemuxa ), Ipu HEBO3MOXKHOCTH aIbTEPHATUBHOIO JICUEHUS
nayueHmam ¢ NoyeuyHou HeOOCMAmMOYHOCMbIO PEXUM JO3UPOBAHMS Ipenapara
CJIeAyeT KOPPEKTUPOBATh B 3aBUCUMOCTH OT (PYHKIMH MOYEK (BEIMYMHBI KIMPEHCA

kpeatunuHa KK).

Kmupenc kpeatunumna (KK) ams MyX4uH MOXKHO paccuumTarb, HCXOIS W3

KOHIOCHTPAIWHU CBIBOPOTOYHOI'O KPCAaTHHHHA, I10 CJIGI[YI-OIHGIZ q)OpMYHCI

[140 — Bo3spacT (roapl)] X macca tesa (Kr)
72 X I'<Kc1;1130p0'r (MI‘/,[LH)

KK (Ms1/MuH) =

KK g >KeHIMH MOYXKHO pacCuuTarb, YMHOXHB IIOJYYEHHOE 3HAUEHUE Ha

koddurment 0,85.

I[OSI/IDOBaHI/Ie Y B3POCJIBIX IMMAITMCHTOB C MMOYCYHOMN HCAOCTATOYHOCTBIO

IToyeyHasi HEAOCTATOUYHOCTD KK (Ma/mun) | Pe:xxum n1o3upoBaHus
Hopma >80 10 mr 1 pa3 B neHb
Jlerkas 50-79 10 mrl pa3 B 1eHb
Cpennsis 30-49 5 mr 1 pa3 B JieHb
Tsoxenast 10-30 5 Mr yepes JIeHb
TepMuHanbHas CTaius — NALUEHTHI, <10 MpUEM Ipemnapara
HaXOJAIINECS Ha THATN3E MPOTHBONOKA3aH




c. 10

Iayuenmui ¢ Hapywenuem Qynkyuu neveHu

Y manmueHToB ¢ HapylmIeHHEM TOJBKO (YHKIMH TICUEHU KOPPEKIUU PEeKUMa
J03UPOBaHUs HEe TpeOyeTcsl.

VY ManueHToB ¢ HapyuieHuem u QyHKyuy neyeHu, u QyHKyuu novex, pPeKOMEHIyeTCs
KOPPEKIMS J03UPOBaHUS (CM. TaOJIMITY BBIIIE).

Ecnu nocrie nedenus ynydiieHus: He HaCTYIAeT WM MOSBISIOTCS HOBBIE CUMIITOMBI,
HEO0XO0IMMO MTPOKOHCYJIETUPOBATHCS C BPAUOM.

[TpumensiiTe mpenapat TOJIBKO COTTIACHO TOMY CIIOCO0Y MPUMEHEHHS U B TEX J03aX,

KOTOPBIC YKa3aHbI B MHCTPYKIUH.

IToGounoe gelicrBue
Jlaunwvle, nonyueHHvle 8 KIUHUYECKUX UCCIe)0BAHUSX

O630p

Pe3ynbTaThl KIMHUYECKUX UCCIIEIOBAHUN MPOIEMOHCTPUPOBAIIH, YTO IPUMEHEHNE
IETUPU3MHA B PEKOMEHIOBAHHBIX JI03aX MPUBOAWT K PA3BUTHIO HE3HAUNTEITHLHBIX
HexenarenbHbix dhdexktoB Ha [MHC, Briroyass COHIUMBOCTH, YTOMIISIEMOCTD,
TOJOBOKpPY>KEHHE ¥ TOJIOBHYIO ©0oib. B HekoToppix ciydasx Obuia
3aperucTpupoBaHa napajaokcaibaas crumyisinus [THC.

HecMoTpst Ha TO, YTO WETUPU3UH SBISIETCS CEJICKTUBHBIM OJIOKAaTOPOM
nepudepudeckux  Hj-perenTopoB W TPAKTHYECKM  HE  OKa3bIBaeT
AHTUXOJMHEPTUYECKOTO  JICUCTBHUS, COOOMIATIOCh O  EAMHUYHBIX  CIydasx
3aTpyAHEHHS] MOUYEHCITYCKaHMsI, HAPYIICHUSIX aKKOMOJIAIIUU U CyXOCTH BO PTY.
Coo06masioch 0 HapyIIeHUIX GyHKIIMU MIEUSHH, COMTPOBOXKIAOITUXCS TTOBBIIIICHUEM
AKTUBHOCTU TE€YEHOUYHBIX (PEPMEHTOB M YpOBHS OwmmpyonHa. B OonbiimHCTBE
CIIy4aeB HEXKeJlaTeNbHBIE SIBICHUS DPa3pelIaUCh TOCTE MpEKpalleHus mpruemMa

LIETUPU3HHA.



c.11

Ilepeuensv nexcenamenvuvix n0OOUHbLIX peaKyuti

HNmMeroTcsi naHHBIE, MOJYYEHHBIE B XOJE JBOMHBIX CJIENBIX KOHTPOJIUPYEMBIX
KJIIMHUYECKUX UCCJIEIOBAaHUM, HAMPABJICHHBIX HA CPABHEHUE [IETUPU3HUHA U T1J1a11e00
WIM JIPYTUX aHTUTHUCTAMUHHBIX MPENapaTroB, MPUMEHSEMbIX B PEKOMEHOBAaHHBIX
no3ax (10 Mr oguH pa3 B CyTKH I IleTupusrHa) 6osee yeM y 3200 nmarueHToB, Ha
OCHOBAaHHWU KOTOPHIX MOKHO TIPOBECTH JOCTOBEPHBIA aHAlW3 JAaHHBIX IO
0€30MacHOCTH.

CoryacHO pe3ynbTataM OOBEAMHEHHOTO aHAIHM3a, B IUIANE00-KOHTPOIHPYEMBIX
UCCIICIOBAHUSIX TMPU MPUMEHEHUU LeTHpU3uHa B J103¢ 10 Mr ObLIM BBISIBIICHBI

CICAYIOIHEC HCIKCIIATCIIBHBIC PCAKITUHU C YacTOTOU 1,0% HJIN BBIIIC

He:xkenareqbHble peakiuu Herupusun | Ilinanedo

(Tepmuuogorus BO3) 10 mr (n =3061)
(n =3260)

Obwue Hapywenus u HapyuleHus. 8 Mecme 86€0eHus.

YromiisieMocTh 1,63% 0,95%

Hapywenus co cmoponul Hep6Hoti cucmemvl

["onmoBokpyKeHne 1,10% 0,98%

['onoBHas 00b 7,42% 8,07%

Hapymesz CO CMOPOHbI 9!C€le00'{HO'K1/lW€’{H020

mpaxkma
Bose B xxuBOTE 0,98% 1,08%
CyxocTh BO pTYy 2,09% 0,82%
TorHoTa 1,07% 1,14%

Hapywenusa ncuxuxu

COHJIMBOCTH 9,63% 5,00%




c.12

Hapywenus co cmoponst ovixamenbHOU cucmembl,

0p2an06 2pyOHOl KIemKU U CPeO0OCH e s

DapuHTUT 1,29% 1,34%

XO0Ts 4acToTa CIIy4aeB COHJIMBOCTHU B IPyMIIE ETUPU3HHA ObliIa BBIIIE, YEM TaKOBas
B rpymnme mianedo, B OOJBIIMHCTBE CIy4yaeB 3TO HEXENaTeJIbHOE SIBICHHE ObLIO
JIETKOU MJIM YMEPEHHOM CTENEHH TSHKECTH. [ Ipr 00bEKTUBHOM OIIEHKE, POBOAUMON
B paMKax JApyrux HCCIEAOBAHUN, OBLJIO TOATBEPKACHO, 4YTO IPUMEHEHUE
LHETUPU3MHA B PEKOMEHJOBAaHHOW CYTOYHOM [103€ Y 3I0POBBIX MOJIOABIX

I[O6p0BOJII)II€B HC BJIMACT HA UX ITOBCCAHCBHYIO daKTHUBHOCTD.

€TH
B HJ'IaI_[e60-KOHTpOHI/Ipy€MBIX HCCICAOBAHUAX, ¥V I[GTGﬁ B BO3pPacCTC OT 6 MECALCB 10

12 et ObUIM BBISIBIICHBI CIIEAYIONINE HEXKEIATEeIbHBIC PEAKIUU ¢ YacToTord 1% u

BBIIIIC:
HesxkenareabHble peakuuu Herupusun | Ilnanedo
(tepmunosorusi BO3) (n = 1656) (n=1294)

Hapywenus co cmoponvl  d#ceny0ouHo-KuueuHozo
mpakma

Jlnapes 1,0% 0,6%

Hapywenus ncuxuxu

COHJIMBOCTH 1,8% 1,4%

Hapywenus co cmoponsl OvixamenvHou cucmembl,

0p2an08 2pyOHOU KIemKU U CPe00CmeHUs

Puuut 1,4% 1,1%

Obwue HapyuwieHus u HapyuweHus 6 Mecme 66e0eHUs

YToMIIs1EMOCTD 1,0% 0,3%
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Onwvim nocmpe2ucmpauuoOrRHO20 NPUMEHEHUA

IToMuMO HEXenaTenbHbIX SBJICHUW, BBIABICHHBIX B XOAE€ KIMHUYECKHUX
MCCJICIOBAHUN Y OTIMCAHHBIX BBIIIE, B PAMKAX MOCTPETUCTPALUOHHOTO NPUMEHEHUS
npenapara HaOIIOJaIUCh CIEAYIONINE HeKeTaTeIbHbIE PEaKIIUH.

HexenarenpHble SBICHUS NPEACTABICHBl HHUXKE 110 KJIAacCaM CHUCTEMbI OpPraHOB
MedDRA u wactoTe pa3BUTHS, HA OCHOBAaHWUHU JAHHBIX MOCTPETUCTPAIIMOHHOTO

IMPUMCHCHHA IIPCIIapaTa.

YacToTa pa3BUTHS HEXKENATEIHHBIX SBJICHUMA OMPEIEISIach CIEeIyIONIM 00pa3oM:
oueHb 4yacto (>1/10), gacto (>1/100, <1/10), mewacro (>1/1000, <1/100), peako
(= 1/10000, <1/1000), ouenp penko (<1/10000), yacTtoTa HeuszBecTHa (U3-3a

HCIOCTAaTOYHOCTH I[aHHLIX).

HCIDVW@HM}I CO CniOpOHblL Kposu U ]ZuMd)dWlLt’i@CKOZZ cucnmemabl.

Ouenb pedko: TPOMOOIIUTOIICHUS

Hapywenus co cmoponwi MMMVHHOIZ cucmemowl.

Peoko: peakiuu runep4yyBCTBUTEIHHOCTH

Ouenv pedko.: aHaOUIAKTUYECKUI IIOK

Hapymeﬁuﬂ CO CniopoOHbl obmena seutecms U nNUmMaHuA.

Yacmoma neuszsecmua. IOBBIIICHUE alllIETHUTA

Hapyweﬁuﬂ ncuxuKku.

Heuacmo: Bo30yxnenue

Peoko: arpeccusi, CITyTaHHOCTb CO3HAHMSI, JCTIPECCHs, TaJUTIOIIMHALINN
Quenwb pedko. THK
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HYacmoma mneuszsecmua: CynnuaaJIbHbIC HWJACHW, HAPYUICHUA CHA (BKJIIO‘-I&?I

KOIIMApPHBIC CHOBI/IILGHI/ISI)

HCZDVW@HM}I CO CIMOPOHDbI H€D6HOL7 cucmembsvl

Heuacmo: napecre3un
Peoxo: cynoporu
Ouenb peoko: N3BpAIllIEHUE BKYyCa, TUCKUHE3Us, JUCTOHUSI, 0OMOPOK, TPEMOP

Yacmoma neuszeecmua. HapylmCcHUC ITaMATHU, B TOM YHUCJIC aMHC3Us, TIIyX0Ta

HaDVW@HM}Z CO CIMOPOHbL Op2ana 3PEHUA

Ouenb pedko: HapylIEHUE aKKOMOJIAIIMU, HEYETKOCTh 3PEHHMS], HUCTarM

Yacmoma neuzsecmua: BaCKYJIUT

HCZDVW@HM}I CO CNniOpPOHblL Op2aAHOB Cayxa u Jla6uDMHmel€ HApYyuerus

Yacmoma neuzsecmua: BCPTUT'O

Hapywenus co cmoponwi cepdua

Peoxo: Taxukapaus

Hapywenus co cmoponwi OfCQJZVaO'{HO'KumeqHOZO mpaxkma

Heuacmo: nnapes

Hapymeﬁuﬂ CO CNiOpPOHbL neverHu u 3fC€JZ’i€6bl€0()ﬂWMX npomokKos

Peoko: mneudeHouHass HENOCTaTOYHOCTb C W3MEHEHHEM (PYHKIIMOHAIbHBIX
MEYEHOYHBIX P00 (MOBBIIEHHE aKTUBHOCTH TPaHCAMUHA3, IIEJIOYHON (ocdaTassbl,
ramma-TiyTammiTpaacdepassl U oumnpyOnHa)

Yacmoma neuzsecmua: TIATUT

Hapywenus co cmoponwvt Kodicu u NOOKOJNCHbIX MKaHel
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Heuacmo: ceimb, 3y1
Peoxo: xpanuBHUIIa
Ouenb pedko. aHTHOHEBPOTHYECKHUI OTEK, CTONKAsI JICKApCTBEHHAS SpUTEMa

Yacmoma neuzgecmmua: OCTPbIM TEHEPATU30BAHHBIA YK3aHTEMATO3HbBINA MyCTYJIE3

HCZDVWQHM}Z CO CniOpPOHblL no4YeK U MOQ€6bl60()}lu4ux nymeﬁ

Ouenb pedko: TU3ypusl, SHYpE3

HYacmoma neuzsecmua. 3aJICPKKa MOYH

HaDVW@HM}Z CO CmOpPOHbI CKeJIeMHO-MbIUWEYHOU _CUCeMbl U COCOUHUMETIbHOU

MKAaHUu.

Yacmoma neuzgecmua: apTpairus

Obwue paccmpoucmaa

Heuacmo: aCTCHHA, HCIOMOI'aHHUC

Peoxo: nepudepudeckue 0Teku

Brusinue na pezyromamol Jza60pam0prlx U UHCMPYMEHRMAIbHbIX UCCIe008aHULL

Peoko: TIOBBIIIIEHUE MACCHI TeIa

Onucanue omoenbHblX HeNCelameibHblX D@CZKMMZ:Z

[Tocne mpekpailieHusi TPUMEHEHUS [IETUPU3UHA ObLIM OTMEUEHBI Clydau 3yJa, (B

TOM YHCJI€ UHTEHCUBHOTO 3Y/1a) U/WJIA KPAITUBHUIIBI.

Ecnmu y Bac ormeuatorcst mobounbie 3P eKThl, yKa3aHHbIC B UHCTPYKIIUU WA OHU
yCyryonsaroTcsi, win Bbl 3amerunu 00bie pyrue moOouHblie 3¢ GEeKTh He

yKa3aHHbIC B UHCTPYKIIUU, COOOIIUTE 00 TOM Bpaydy.
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Ilepeno3upoBka

Cumnmomuwl, HaOIIOaeMble TIOCIIE SBHOU MEpPEO3UPOBKHU Mpenapathl, BIUIIA Ha
IEHTPAJbHYI0 HEPBHYIO CHCTEMY WM ObUIM CBSI3aHBI C  BO3MOKHBIM
aHTUXOoJIuHepruyeckuM 3ddexrom. CHUMITOMBI, KOTOpbIE HAOMIOAAINUCH TOCHE
npuemMa 1Mo MEHbIIeH Mepe MATUKPATHOTO KOJWYECTBA PEKOMEHIYEMON CYyTOYHOM
JI03bl, BKJIIOYAIH CIEAYIOIIee: CIYTaHHOCTh CO3HAHUs, AUapesi, YTOMIISIEMOCTb,
rojioBHasi 00Jb, HEJIOMOT'aHUEe, MUJIPUA3, 3y, OECIIOKONCTBO, CEAAaTUBHBIN D PEKT,

COHJIMBOCTB, CTYIIOP, TAXUKAPIUsL, TPEMOP, 3aA€PKKA MOYHU.

Jleuenue:

Crneunpuieckoro aHTUAO0Ta HET.

B  cimywae  mepeo3uMpOBKM  PEKOMEHIYETCS  CHUMIITOMAaTUYECKOE  WJIIU
nojjepxuBatoniee  seyeHue.  [IpombiBaHue — Kedydaka — W/WIM TpUéM
aKTUBHUPOBAHHOTO YIJIsl MOXET ObITh 3(QQEKTHUBHBIM, €CIU IEepPEJO3UPOBKa

IIpOHn3011JIa HCAABHO. HGTI/IpI/IBI/IH YaCTUYHO BBIBOIUTCH IIPHU AUATIU3C.

B3aumozaeiicTBre ¢ APYrMMH JIEKAPCTBEHHBIMHU CPeICTBAMH

OnHOBpEMEHHOE IPUMEHEHHE C a3UTPOMULIMHOM, IMMETUIMHOM, SPUTPOMULIHOM,
KETOKOHA30JI0M WJIM TICEBAO3(EAPUHOM HE BIHSIET Ha (hapMAKOKMHETHUYECKUE
napamerpbl  HertupusvHa.  DapMaKOKMHETHYECKHX  B3aUMOACHUCTBUUA  HE
HaOmromanock. CoriacHO UCTIBITAHUSAM IN VItr0, eTupu3uH He BIUsSeT Ha 3dekT
CBsI3bIBaHMs Oeika BapdapuHa.

OOHOBpEMEHHBII  NPHEM  a3UTPOMULMHA, SPUTPOMMIIMHA, KETOKOHA30J1a,
TeopWUIMHA U TiceBAOd(dEeaprHa HE BBISBUJI CYUIECTBEHHBIX HW3MEHEHUH B
KJIMHUYECKHX JTa0OpaTOPHBIX MOKA3aTeINsAX, KU3HEHHO BaKHbIX QyHKIusAx u DK

B wuccrnenoBanuu ¢ ogHOBpeMEHHBIM mpueMoMm TeodmuinHa (400 Mr B JeHB) U
uetupusrHa (20 Mr B IeHb) ObLIO 0OHAPYKEHO HE3HAYUTEIBHOE, HO CTATUCTUYECKU

noctoBepHoe noBbIieHue 24-yacopoii AUC (momaau noj kpuBoil) Ha 19% nis
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netupusnHa u Ha 11% s Teodpummuna. Kpome Toro, MakcumanbHble YPOBHH B
IU1a3Me KpPOBU YBEIMYMIUCH 10 7,7% 1 6,4% COOTBETCTBEHHO /AJIsl LIETUPU3HHA U
teopuumHa. OTHOBPEMEHHO KIMPEHC IETUPU3MHA YMEHBITIIICS Ha -16%, a Tarke
Ha - 10% B citydae TeouiuinHa, KOTr/ia HETUPU3UH IPUHUMAIIN TALIUEHTHI, KOTOPbIE
paHee NoayJan JiedeHne TeoQuIMHOM. TeM He MeHee, IPEeIBapUTEIbHOE JICUEHHUE
HETUPU3UHOM HE OKAa3aJo CYIIECTBEHHOTO BIUAHUA Ha (HapMaKOKWHETHUYECKHE
napaMmeTpsl Teo(pUIUIUHA.

[Tocne ofHOKpaTHOTO MpreMa TeTupu3nHa B 103¢ 10 mMr addext ankoros (0,8 %o)
3HAYUTEIBLHO HE YCUJIMBAJICS; CTATUCTUYECKU 3HAYMMOE B3aMMOJEHCTBHE C 5 Mr
nuazenama ObUIO I0Ka3aHO B OJTHOM U3 16 MCHXOMETPUUECKUX TECTOB.
OpnoBpeMennslii npueM 10 Mr nernpusuHa B ACHb C TJIIMIIA3UIAOM IIPUBEN K
HE3HAYUTEJIbHOMY CHIKEHHMIO MOKa3aTeled IIIOKO3bl. DTOT 3(Q(EeKT HE HMEeT
KJIIMHAYECKOIO0 3HayeHusA. TeM He MeHee, PEKOMEHAYETCS pPa3AciIbHBINA MpUEM -

TJIMIA3KUA YTPOM U HECTUPU3KUH BEUCPOM.

CreneHb BCachblBaHMS LIETUPU3MHA HE CHIDKACTCS MPHU OJHOBPEMEHHOM MpHUEME
MUILHU, XOTsI BCAaCbIBAHUE 3aMeiigeTcs Ha | ydac.

B uccienoBannm ¢ MHOTOKpaTHBIM IpreMoM putoHaBupa (600 Mr i1Ba pa3a B J€Hb)
u netupusnHa (10 Mr B JIeHb) CTETEHb DKCIO3UIMU [IETUPU3MHA OblJIa yBEIMYeHA
npuMepHo Ha 40%, B TO BpeMsl KaK SKCIIO3MIUS PUTOHABHPA HE3HAUYHUTEIIHHO
n3menunach (-11%) BcaeacTBre COMyTCTBYIOUIETO MpUeMa IeTHPU3HHA.

Ecnu Bbl npumeHsere BbIIENEPEYUCICHHBIE WM JPYryue JIGKapCTBEHHbIC
npenaparbl (B TOM 4HCIe Oe3pelenTypHble) Tepen MPUMEHEHHEM Ipernapara

3upTek® MPOKOHCYIBTUPYHTECH C BPAUOM.

Oco0ble yka3aHus
VY nanmueHToB ¢ MOBPEXKJICHUEM CIIMHHOTO MO3ra, TUIIEPIUIa3ue MpeICTaTeIbHON

JKeJe3bl, a TAK)KE MPU HAUTUYUU IPYTUX MPEAPACIIONAraimux (pakTopoB K 3a1epKKe
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MO4YH, TpeOyeTcs COOJOIEHNEe OCTOPOKHOCTH, TaK KakK IETUPU3UH MOXKET
YBEJIMYHUBATH PUCK 3aJI€PKKU MOUHU.

Y ManueHTOB C MOYEYHOM HEIOCTATOYHOCTHIO PEXUM JTO3UPOBAHUS Ipemapara
CJIeyeT KOppeKTUpOBaTh (cM. pazjaen «Crocod mpuMEHEHUS U 103b1»).

N3-3a BOBMOXHOTO CHUKEHUS! (DYHKIIMM MOYEK Yy MAIMEHTOB MOXKUIIOTO BO3pacTa
peXUM JO3UPOBAHUS Mpenapara cleayeT KOppekTupoBath (cM. pazaen «Crnocob
MPUMEHEHUS U J03bD»).

PekoMenaoBaHo coOM0aTh OCTOPOXKHOCTH MPU TMPUMEHEHHH II€THPU3MHA
OJTHOBPEMEHHO C aJIKOTOJIEM, TaK KaK [ETUPU3HH MOXKET MPUBECTH K MOBBIIICHHON
COHJIMBOCTH.

OCTOPOXHOCTH clieAyeT cOoOMI0AaTh y MAIMEHTOB C SIUJICTICUEN W TOBBIIICHHOM
CYJOpPOKHOI TOTOBHOCTBIO.

[lepen Ha3HaYeHHEM aJUIEPTOJIOTMUECKUX MPOO PEKOMEHJIOBAH TPEXIHEBHBIH
«OTMBIBOYHBIN» TEPUOJ BBUAY TOT0, 4To Omokatopsl Hi-rucTaMHHOBBIX
PELEnTOPOB MHIMOUPYIOT Pa3BUTHE KOXKHBIX aJNIEPTUUECKUX PEaKLUi.

[letupuzuHn B TabJeTKaX, MOKPBITHIX IJIECHOYHOM OOOJIOYKOM, HE JOJIKEH
Ha3HayaThCsl MalUEHTaM C HAacJEACTBEHHON HENepeHOCUMOCTbIO TalaKTO3bl,

HCIOCTATKC JIAKTAa3bl UJIX CUHAPOMC TJIFOKO030-TaJlaKTO3HOM Manba6c0p6u1/m.

ITocne INPCKpaCHUA IIPHUMCHCHHA HOCTHUPU3MHA MOKCET IIOABHUTLBCA 3y /U
KpalluBHHIIA, OAKC C€CJIIM OTH CHUMIITOMbI OTCYTCTBOBAJIM B Ha4aJIC JICUCHMA. B
HCKOTOPBIX CJlIydasixX CHMIITOMbBI MOTYT OBITh HMHTEHCUBHBIMU U TpC6OBaTB
BO300HOBJICHMS IMpucMa NCTUPHU3HNHA. CuMIITOMBI HCYE3al0T IIpu BO300HOBJICHHH

InprueMa NCTUpU3rHa.

eTU
[etupu3uH B TableTKax MOKPBITHIX IUICHOYHOM OO0O0JIOUKOM, MPOTHUBOMOKA3aH

neTssM 10 6 JeT, TMOCKOJbKY JaHHas JieKapCTBeHHas ¢GopMa HE IMO3BOJISIET
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UCIIOJIB30BaTh MOAXOMAIIYI0 JO3UPOBKY JJIsi 3TOW BO3PACTHOM TpPYMIIBL

PexoMenayeTcss UCHOIb30BaTh MEIUATPUUECKYIO JIEKAPCTBEHHYIO (opMy (Karuiu

JUISl IPUEMA BHYTPb).

BHyUMaTenbHO MpPOUYTUTE HHCTPYKLHMIO NEpe] TeM, Kak HayaThb IPUMEHEHHE
npenapata. CoxpaHuTe HHCTPYKILMIO, OHAa MOXKET IMOHa100UThcs BHOBb. Eciu y Bac
BO3HHUKJIIM BOIIPOCHI, 0OpaTUTECh K Bpauy. JIekapcTBEHHOE CPEelCTBO, KOTOPhIM Bhl
JIeYNTECH NPEAHA3HAUYEHO JUYHO BaMm, u ero He cienyeT nepeaBaTh IpyruMm Julam,
MOCKOJIBKY OHO MOYKET IPUYUHUATH UM BpEJ 1a’K€ IPH HATMYUH TE€X KE CUMIITOMOB,

yTo U 'y Bac.

Bausinue Ha CHOCOOHOCTH YHNPABJATH TPAHCIHOPTHBIMH CPeACTBAMM,
MeXaHM3MaMu

[{eTupu3uH MOXKET MNPUBECTH K MOBBIIICHHOM COHJIMBOCTH, CIENOBATEIBHO,
npenapaT 3uUpTeK® MOXKET OKa3biBaTh BIUSHUE Ha CIOCOOHOCTh YMPABIATH

TPAaHCIIOPTHBIMHA CPCACTBAMH, MCXAdHU3MaMMH.

dopma BbINyCKA

Tabremxu nokpvimsie niernounou obonouxkot 10 me. Tlo 7 numu 10 Tabnerok B
KOHTYPHYIO SlU€KOBYI0 yrakoBKy (Omuctep) [IIBX / ¢ponbra amomunuenas].

I[To 1 6muctepy (1o 7 wiu 10 Tabnetok), 2 unu 3 6muctepa (o 10 TabreTok) BMecTe

C PIHCTPYKLII/Ieﬁ 10 MPUMCHCHUIO ITOMCIIAIOT B KAPTOHHYIO ITAYKY.

YcioBusi XxpaHeHus
[Ipu Temnieparype He Bbie 30 °C.

XpaHHUTb B HEAOCTYITHOM IS I€TEU MECTE.

Cpok rogaocru

5 ner
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He IIPUHUMATD ITOCJIC UCTCUCHUS CPOKa rOJHOCTH.

YcaoBus oTmycka

OTtnyckatot 6e3 penenTa.

Baapesen PY u npoussoaureib
FOCB ®apmmm C.A., [Ipombinuiennas 3o1a [Inanmm, Imen ne Kpya bnanm 10,

CH-1630, bynne, IIBetinapus

Brinyckaoumuii KOHTPOJIb Ka4yecTBa

Oiicuka @apmacerotukan3 C.p.i., Bua [Ipanesa 15, 10044, [1esnenna, Uranus

Bonpocsl 1 nmpeTeH3nu NoTpeduTeIel HANIPABJIATH 10 aJipecy:
Mocksa, 105082, [1lepeBenenoBckuii nep., a.13, crp. 21.

Temn.: (495) 644-3322,;

daxc: (495) 644-3329.

Menemxep o peructTpauuu

000 «IOCb ®apma» H.E. Tropun



