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MWHUCTEPCTBOM 3[1PABOOXPAHEHWNSA
PECMYBINKW BENTAPYCb

nPUKA3oM ot 07.08.2026
o 26 " dtiooax® Jlonr, 500 Mr, Ta0JIeTKH ¢ NPOJOHTHPOBAHHBIM BbICBOOOKIEHHEM

JlelicTByo11Iee BEIIECTBO: MET(HOPMUH

e [lepen mpuemoM mpemnapara MOJHOCTHIO MPOYUTANTE JIMCTOK-BKJIAABIII, MMOCKOJIBKY B HEM
coJiepkatcst BaxkHble s Bac cBegenus.

e CoxpaHuUTe TUCTOK-BKIAbINI. Bo3MoxHO, Bam moTpedyercs mpoYnTaTh ero emie pas.

e Ecnu y Bac BO3HUKIN JJOTIOJIHUTEIbHBIE BOMPOCH], OOPATUTECH K JIEUalleMy Bpauy.

e [lpenapar HazHaueH umeHHO Bam. He nepenaBaiite ero npyrum itoasam. OH MOXKET HAaBPEIUTh
UM, JIaXKe €CJI CUMIITOMBI WX 3a00s1eBaHusl COBIaAaoT ¢ Bammmu.

e Ecnu y Bac Bo3HHKIM Kakue-In00 HexeNlaTeNbHbIe peaklui, 00paTUTECh K JieHaleMy Bpady.
JlanHast peKkOMeH1alusl pacpOCTPaHsAETCsl Ha JII0Oble BO3MOXHbBIE HEXKeIaTeIbHbIE PEaKIIUH,

B TOM YHMCJIC HA HCIICPCUUCIICHHBIC B pa3iciIc 4 JIMCTKa-BKJIaJbIllIa.

ConepxxaHue JTHCTKA-BKJIAbINIA

1. Yto u3 cebs mpencrapiset npenapat [ mokodax® JIOHT U AJ1g 4ero ero NpuMeHsIoT.
2. O yem crenyet 3HATh Tiepea npueMomM npenapara ['mrokodax® Jlonr.

3. IIpuem npenapara ['mokodax® JloHr.

4. Bo3MOXXHbBIE HEXeNaTelIbHbIE PEaKIIUHU.

5. Xpanenue npemnapata [ moxodpax® JloHr.

6. CozilepKMMO€ YITaKOBKHU U MIPOYHE CBEIICHHUS.

1. Yro u3 ceds nmpeacrapiasier npenapat I'iirokopax® JIoHT U 1J1s1 4ero ero NpMMeHsAI0T
[Ipenapar I'moxodax® JIOHT COAEPKUT ACUCTBYIOIIEE BEIMIECTBO METHOPMHH, KOTOPOE
OTHOCUTCSI K TpYIIE JIEKAPCTBEHHBIX CPEJICTB «TUIOIIMKEMHYECKOE CPEICTBO TPYIIIbI
OUryaHuJ0B AJIsl IEPOPAILHOTO MPUMEHEHHS» M IPUMEHSETCS JUIsl JICUSHUS CaxapHoro auadera,
U npeaunadera, B Cllyyae, €CiiM MU3MEHEHHe o0pa3a JKU3HU HE MO3BOJIMIIO JOCTHYB a/IeKBATHOTO
TJIMKEMHYECKOTO KOHTPOJIS.
Ioka3anusi K NpUMEHEHUI0
[Ipenapar ['mrokodax® JIoHT mpUMEHSIETCS Y B3pOCIBIX B BO3pacTe OT 18 JIeT 1Mo moka3aHusIM:
e CaxapHublii quaber 2 THra, 0OCOOCHHO Yy MAIMEHTOB C OXHpeHHeM, npu HedddekTuBHOCTH
JIUETOTepanuu U pU3NIECKUX Harpy3oK:
- B KQU€CTBE MOHOTEPAIINH;
- B COYETaHWU C JPYTUMHU TEPOPaIbHBIMU THIOTIMKEMHUUYECKUMU CPEJICTBAaMU WIH C

HHCYJIMHOM;,
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aJICKBaTHOT'O IMNIMKEMUYECKOIO0 KOHTPOJIS.
Crnoco0 neiictBust npenapara I'mokogaxk® JloHr

WHCcynanH — 3TO TOPMOH, BbIpaObaThIBAEMBbIH MOKETYTOUYHON JKeJIe301, KOTOphIi oOecrieynBaeT
CHaOXeHHE KJETOK Bamero opranu3ma TJIOKO30H (caxapoMm) W3 KpoBH. Bamn opranusm
UCIIONIb3YeT INIFOKO3Y Ul BIPAOOTKH 3HEPIUH WM HAKAIUIMBAET e I OyAyInuX NOTpeOHOCTEH.
Ecnu Bel cTpanaete caxapHbIM AMa0ETOM, 3TO O3HAYAET, uTo, 1100 Baia nmopkenyjouHas sxenesa
NPOM3BOJUT HMHCYJIMH B HEIOCTaTOYHOM KOJIWYecTBe, MO0 Bam opranusm He crnocobeH
HaJJIeKaluM o0pa3oM UCMOIb30BaTh TOT MHCYJIMH, KOTOPbIM OHAa MPOU3BOAUT. DTO MPUBOAMT K
MOBBILICHUIO YPOBHS IUIIOKO3bI Y Bac B kpoBu.

[Ipenapar ['mroxodax® JIOHT MOBBIIAET YyBCTBUTEILHOCTh OPraHU3Ma K HHCYJIMHY U TIOMOTaeT
JMIIHEH TJII0OKO3€ W3 KPOBU MEPEXOAUTh B TKaHM, NHUTasg uX. MeTdopMuH crnocoOCTByeT
CHMJKEHHIO COJIEPKAHUS IIFOKO3bI B KPOBH JI0 YPOBHS, MAKCUMAaJIbHO MIPUOJIMKEHHOTO K HOPME.
Ecnu Ber B3pocbIif 4enoBek ¢ M30BITOYHBIM BECOM, TO MpueM mnpenapara ['mokodax® Jlonr B
TEYEHUE JJIUTEILHOTO BPEMEHH TAK)KE CIIOCOOCTBYET CHUKEHHIO PUCKA OCII0KHEHUH, CBSI3aHHBIX

¢ 11abeToOM.

Ecnu ynyumenue He HacTynuiio, uiu Bl uyBcTByeTe yXyaiieHue, HEOOXOAMMO 0OpaTUTHCS K

Bpauy.

2. O 4em ciaeayer 3HATH nepex npueMoM npenapara I'imokodax® JloHr

IIpoTruBonokazanusi

He npunumaiite npenapat I'mokogaxk® Jlour:

e cciu y Bac amneprus Ha MeThOpMHH WM J10ObIe Apyrue KOMIIOHEHTHI Iperapata,
IIEPEUYUCIIEHHBIE B pa3/ee 6 JIMCTKa-BKIAAbIIIA;

e cciu y Bac noBbleHHast KOHIIGHTPALUS TIIOKO3bI M KETOHOBBIX TEJI B KPOBHU (nabeTHuecKuit
KETO0AaIU103), HEAOCTATOK MHCYJIMHA B OpraHn3Me (uabeTndeckasi mpekoma, Koma);

e ccau y Bac modeyHas HEZOCTaTOYHOCTh WJIM HapylleHHe (QYHKIMH TOYeK (KJIMPEHC
kpearnunuHa (KK) (komndecTBO KpoBH, KOTOPOE MOYKH MOTYT OYHMCTHTH OT KpEaTHHHHA 3a
0JIHy MUHYTY) MeHee 30 Mi1/MUH);

e cciau y Bac mMeroTcs ocTpble COCTOSIHMS, NMPOTEKAIOUIME ¢ PUCKOM pa3BUTHs HapyLICHUs
¢yHKIMHU 1TouYeK: 00e3BOKHMBAHNE OpraHu3Ma (feruaparanus) (Ipu Auapee, pBoTe), TKeIbIe
nH(}EKIMOHHBIE 3a00IE€BaHUS, IIIOK;

e cciau y Bac KmMHMUYECKH BbIpa)KEHHBIE NPOSBICHUS OCTPHIX MM XPOHUYECKHX 3a00JI€BaHUM,

KOTOpBIE MOTYT NPHUBOJUTH K pPa3BUTHIO HEAOCTaTKa KHUCIOpOAa B TKaHAX (TKaHEBOM
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HEJIOCTATOYHOCTh C HECTAOWJIBHBIMHM  TIOKa3aTeNsIMA TEeMOJWHAMUKH, JbIXaTellbHas
HEJOCTAaTOYHOCTh, OCTPBIA HHPAPKT MUOKAPAA);

e cciiu y Bac Obuim oOwmupHBIE XUpYyprudyeckue oInepaluyd W TpaBMbl, KOTJa IMOKa3aHO
IIPOBEICHUE UHCYJINHOTEPAIINH;

e cciu y Bac neyeHoyHasi HEIOCTATOYHOCTh, HAPYIIEHUE (PYHKIINH [T€YECHH;

e cciu y Bac XxpoHnueckuil ankoroiansm, OCTpOe OTPABICHHUE aJIKOTOJIEM;

e cciu y Bac ectb ceifuac niam ObIIO paHbIe CTOMKOE MOBBIIIEHUE YPOBHS MOJIOYHON KUCIOTHI
B KpPOBHU (JIaKTOAIU03);

e eciu BaM Ha3HaueHO POBEIEHUE PAAMOU30TOITHBIX WU PEHTTEHOJIOTMYECKUX UCCIIEOBAaHUMN
C BBEJICHHEM WOJICOIEpKAIIET0 KOHTPACTHOTO BEIIECTBA, HMCKIIOYUTE MIpPHEM Mpernapara
['moxoax® JloHr B TeueHue MeHee 48 4acoB 70 U B TeUeHHE 48 4acoB TOCIIC UCCIICTIOBAHUI;

e eciu Brl cobmonaere HuzkokanopuiiHyto nuety (meree 1000 kkan/cyr);

e cciu Bam Bo3pact no 18 ner.

Oco0ble ykazaHUusl U Mepbl PeI0CTOPOKHOCTH
[epen npuemom npenapara I mrokodax® JIOHT TPOKOHCYIBTUPYHTECH C JIeYalluM BpayoM:
e cciu Brl crapiie 60 €T U BBIOTHSETE THKENYIO (PU3HUECKYIO PadoTy;

e cciu y Bac nmoueunas senocrarognocts (KK 30-59 mu/mun);

eciu Bbl 6epeMeHHBI;

eciu y Bac nepuo rpyIHOTO BCKapMIIMBAaHUS.

Puck pa3BuTHg JakToanmao3a

[Ipuem npenapara ['mokopax® JIOHT MOXXET BBI3BIBaTh OUEHb PEIKYIO, HO OUEHb CEPhE3HYIO
HEXKENNATeNIbHYI0 PEAKIIHIO, Ha3bIBAEMYIO JIAKTOAIM1030M, B OCOOEHHOCTH Y JIUI] C HapyIlIEHUEM
(GyHKIMU oyek. Puck pa3BUTHS TaKTOALU103a TAK)KE MOBBIIIEH Y JIUIL ¢ JEKOMIEHCUPOBAHHBIM
nabeToM, PU Cephe3HBIX NH(EKIIMOHHBIX 3a00I€BAHUAX, JUINTEIIFHOM TOJIOAAHNN WM TIpUeMe
JIKOroJIs, 00€3BOKMBAHMHU, 3a00JEBAHUAX IEUCHM, a TAKXKe IMPH JIOOBIX COCTOSHUSX, IPH
KOTOPBIX YacTh OpraHu3Ma HeJI0CTaTOYHO CHA0XKaeTcsi KMCIOPOJOM (TaKUX Kak ocTpasi O0Ie3Hb
Cep/IIa TSHKETIOW CTETICHH ).

Ecmn y Bac umeer MecTo 11000€ M3 BBIIIENEPEUUCICHHBIX OOCTOATENBCTB, MEPE] HadyaaoM
preMa Ipernapara ciaeayeT IPOKOHCYIbTUPOBATHCS C JIEYALIMM BPayOM.

IIpexpaTrnte npuem npenapara I'mokogaxk® JIoHr Ha HeNMpPoOaO/KHTEIbHOE BpeMsi NPH
HAJIMYHMHM COCTOSIHMI, KOTOpPble MOIYT ObITH CBAI3aHbI ¢ 00€3BOKHBAHHMEM (3HAUUTEIIbHbIC

MOTEPH JKUIKOCTH OPraHU3MOM) — TaKUX, KaK TsbKelas pBOTa, MIOHOC, JIMXOpajKa, BO3AeHCTBHE
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3a KOHCYJITAllUEH K Bpauy.

IIpexpaTrute npuem npenapara I'nokogax® JIoHr 1 HeMeIJIeHHO 00paTUTECh K Bpayy HIn
B O1MsKaiIny10 00JIbHUILYY NIPH MOSIBJICHUH HEKOTOPBIX CHMIITOMOB JIAKTOALUA03a, TAK KaK
9TO COCTOSIHUE MOXKET IPUBECTH K KOME.

K cumnromam nakroanuio3a OTHOCSTCS:

® DBOTAa;

e 00Jb B JKHUBOTE;

® MBIIICYHBIE CYIOPOrH;

e HapylLIeHHE OOILEro cCaMOuyBCTBHS, COIPOBOKAAIONIEECS CHIIBHOM yCTalI0CTbhIO;

® 3aTpyJHEHHOE JBIXAHMUE;

e CHIDKCHHE TEMIIEpaTyphl Tena.

[Tpu nakroanumo3e TpedyeTcss HEOTIOKHAsE MEAULIMHCKAS TIOMOIIb B YCIOBHSIX CTAllMOHAPA.

XUpYpruyecKue ornepalmu

[Ipumenenue mnpemnapata [moxodax® JloHT AOMKHO OBITH TpeKpameHo 3a 48 YacoB 0
IPOBE/ICHUS TIAHOBBIX XUPYPTUUYECKUX ONEpanuii U MOXKeT ObITh MPOJOKEHO HE paHee 4eM
yepe3 48 JacoB mocie, MpHu yCIOBHH, YTO B X0J1¢ 00C/Ie0BaHMs (PyHKIUS OYeK Obliia Mpu3HaHa
HOPMAaJbHOM.

Bansgane Ha d)VHKI_[I/IIO ITOYCK

[Mockonbky mpemapat [mrokopax® JIOHT BBIBOAMTCS IMOYKAMH, IMEpe] HA4YalloM JICYCHHS U
peryJsipHo B nocneayiomeM, Bam neodxoaumo onpenensats KK:

e HE pexe OIHOrOo pas3a B rofi, ecinu y Bac HopmanbHast QyHKIHMS TOYEK;

e Kaxable 3-6 Mecses, ecnu y Bac KK 45-59 mu/mum;

e xaxnsle 3 mecsua, ecian y Bac KK 30-44 mn/muH.

B ciyuae KK menee 30 Mii/MUH npuMeHEHHE Mpenapara MpOoTHBOIIOKA3aHO.

Ecnu Bel uenoBek moxuioro Bo3pacta, To Bam cienyer nposBisTh 0co0yI0 OCTOPOKHOCTD MPH
BO3MOXXHOM HapylIeHUW (YyHKIUM IOYeK, NpU JerujpaTaluy (XpoOHHMYECKas WIH TshKenas
Japesi, MHOTOKpaTHBIE NMPUCTYIBI PBOTHI), IPU OAHOBPEMEHHOM NPUMEHEHUU TMIIOTEH3UBHBIX
JIEKapCTBEHHBIX  CPEICTB, JOUYPETUKOB WM HECTEPOUIHBIX IPOTHBOBOCHAIUTENIBHBIX
IIpEnapaToB.

CepJieuHast HeJOCTATOYHOCTE

Ecin y Bac umeercsa cepaedyHas HEJOCTaTOYHOCTb, TO PUCK Pa3BUTUS THIIOKCUM W IOYEYHOMU
HesocTaToyHocTH 'y Bac Oonee Boicokmii. B ciiydae monrBepxaeHuss y Bac xponuueckoi
CEepIEeYHON HENOCTAaTOYHOCTH Bpay JOJDKEH PEryjsipHO IIPOBOJAUTH IIPOBEPKY CEPACUHOMN

byHKIMHA 1 PYHKITUU TTOYEK BO BpeMsl mpuema npemnapata [ mokodpax® JloHr.
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CGpI[G‘IHOﬁ HEOOCTATOYHOCTH C HeCTaOMIIbHBIMU ITOKA3aTCIISIMU TCMOJUHAMUKHA NIPOTUBOIIOKA3aH.

Jpyrue Mephl MpeaoCTOPOKHOCTH

e Bam pekoMmeHayeTcss MPONOJDKUTH COOMIOAATh AHETYy C PaBHOMEPHBIM MOTpediieHueM
VIJIEBOJOB B TeueHHWe MHs. llarmeHTaM ¢ HM30BITOYHOM Maccol Tella PEeKOMEHIYEeTCs
IPOIOJDKATh COOMIOAAaTh HU3KOKaJOpHiiHyto auery (Ho He menee 1000 kkan/cyt). Taxoke
HalMeHTaM CJeyeT PerysipHo AenaTh (GU3NYecKre yrnpaKkHEHHs..

e Bbl nomkHBI HMHGQOpPMHpOBATH Bpada O KaKOM-JIMOO MPOBOJUMOM JIEUEHUH M JIIOOBIX
MH(QEKIMOHHBIX 3a00JeBaHUAX, TaKUX KaK MPOCTYyJa, MHPEKIUU AbIXaTeNbHBIX MyTeH WU
MH()EKIINY MOYEBBIBOISAIIUX MyTEH.

e Bam pekoMeHIyeTcsi pPEeryJsipHO TMPOBOAMUTH CTaHJAPTHBIC J1a0OpaTOPHbIE AaHANIM3BI IS
KOHTPOJIS CaxapHOro nuadeTa.

e [EXerogHo KOHTPONMPYHTE YpOBEHb BUTaMHHA Bi2 B CBIBOPOTKE KpOBH. PHUCK CHMXKEHUSA
ypoBHS BHUTaMHWHa Bi> Bo3pacraer 1o Mepe YBEIMYEHUS [03bl MeT(opmHHA,
IPOIOJDKUTEIBLHOCTH TEPANUU W/WIN MIPU HAJTMYUHN (AKTOPOB PUCKA, BHI3BIBAIOIIUX JE(UIUT
BUTaMuHa Bi.

e MertgopMUH NpU MOHOTEpANMHU HE BBI3BIBAET THIOMNIMKEMHIO, OJHAKO PEKOMEHAYEeTCs
HPOSIBIATH OCTOPOXKHOCTH MPH €ro MPUMEHEHHH B KOMOMHAIIMY C WHCYJIMHOM WM APYTUMH
TUIOTIMKEMUYECKUMH CpPEACTBAMH (HAlpUMeEp, MPOU3BOJHBIMU CYJIb()OHUIMOUYEBUHBI WIH
penariuHUAOM U Ip.).

e HeakTuBHBIE KOMIIOHEHTHI Mpenapara ['mokopax® JIOHT MOTYT BBLAETATHCS B HEU3MEHEHHOM

BHUAC YCPC3 KUIICYHUK, UTO HC BIIUACT HA TCPAIICBTUICCKYIO aKTUBHOCTL IIpCIiapara.

Jeru u moapocTku
[Tpenapar ['mokodax® JloHT HE mpenHa3HAYEH JUIsl MPUMEHEHHS Y JIeTed U MOJIPOCTKOB 110 18

JICT.

Jpyrue jekapcTBeHHbIe penapatsl U npenapat I'mokogax® Jlonr

CoobmuTe jevameMy Bpadyy O TOM, 4yTO Bbl mpuHHMaere, HEJaBHO NMPUHUMAIM WIH MOXETE
HayaTh IPUHUMATh KaKue-1100 JpyTue JIeKapcTBEHHbIE IpenapaThl.

Ecnun Bam notpebyeTcst BBeZileHHEe KOHTPACTHOT'O BEIIECTBA, COAEPIKAIIEro o, Hanmpumep, s
PEHTTEHOBCKOT0 00ciIe[oBaHus, peKkpaTuTe npueM npenapata ['mokogpax® JloHr 3a 48 vacos
710 BBEJICHUS U HA BpeMsl IPOXOXKIEHU oOcnenoBanusl. Jledamuii Bpau pemurt, korjaa Bam MoxxHO
Oyzet BO30OHOBUTH TIpHeM mpernapata ['mokodax® JloHr.

O06s3arenbHO coO0IUTE Bpady, eciii Bbl mpuHUMaeTe kakue-1100 mpenapaTsl, HepeurCcIeHHbIE


ЛП ГП СОГЛАСОВАНО


88%&%%&% COOTBETCTBYET SKCNEPTHOMY OTUYETY

MUHUCTEPCTBOM 3[IPABOOXPAHEHNS oT |'|:‘ : 5 ::: '-,J_- a7a0n

PECMYBJINKN BENAPYCb

LR

MPVKA3OM OT 07.08.2026 Ne 911 noc B4 HOCTE 0005
nocnenoeaTENLHOHKIRKS;, ITOCHOJIBKY ITPU UX MPHUEME HYXKHO COOJIK 1aTh OCTIC-)IDDX(EE&FEEI' TEJ_“: H - T'I c

JIaHa30J1 (Tpernapar, IPUMEHSEMBIH PU HEKOTOPBIX TOPMOHO3aBUCUMBIX 3200/ ICBaHHSIX );
XJIOPTIPOMa3uH (mpenapar, NPUMEHSEMBIH JJs JICYEHUS HEKOTOPBIX TMCHXUYECKUX
3a00eBaHUl);

TITFOKOKOPTUKOCTEPOUIBI 1 TETPaKo3aKkTUA (MpemapaThl, MTPUMEHIEMbIE s JCUCHUs
pa3TUYHBIX 3200JIEBaHUI, B TOM YHCIIE BOCIIAJICHUS U OPOHXHATLHON aCTMBI);

JTUYPETUKH (TIperapaThl, MPUMEHIEMbIC JJIsl YBEIIMUCHUSI BBIJICTICHUS MOYH );
OeTaz-aipeHOMUMETHKH (TIperaparThl, MPUMEHsIEMbIC IS JIeUeHUsT OpOHXUATBHON aCTMBbI);
MPOU3BOJHBIC CYIh(HOHUIMOYECBUHBI, WHCYJIMH, akap0o3a (mpenaparsl, TPUMEHSIEMbIE IS
JIeYEHUsI caXxapHOro auadera);

caMIUIaThl (Ipenapartkl, IPUMEHSIEMbIS JIs JICUeHUsI OO U BOCTIAJICHU );

nmpemnapaTsl, MPUMEHsSeMbIE s JICYCHUS HEKOTOpPhIX 3aboieBaHuii cepama (Bepamamul,
HUDEIUIHH);

KaTUOHHBIC JICKAPCTBEHHBIC CPEICTBA (aMHUIIOPUI, IUTOKCHH, MOP(GUH, MPOKAWHAMUI,
XUHUJIUH, XUHUH, PAHUTUANH, TPUAMTEPEH, TPUMETOIPUM, BAHKOMUIINH);

pudamnuuuH (mpenapar, IPUMEHIEMBIN IS JISUeHUs TYOepKyie3a);

UMETHINH (Tpenapar, IPUMEHSIEMbIN 1715 IeUeHUsT O0JIe3HEH KeTyJOUYHO-KUIIIEYHOTO TPAKTa
(OKKT));

JIonyTerpaBup (mpenapar, IpuMeHseMbli s nedennst BUY);

paHona3uH (Tpenapar, IPUMEHSIEMBIH 7S JICYCHHS] CTEHOKAP/IUN );

JakiaracBup (mpemapar, mpuMeHseMbli 1u1st iedeHus renatuta C);

npenaparsl, IPUMEHsIEMbIC JIJIs1 JICUCHHUs] HEKOTOPBIX BHJIOB paka (KpU30TUHHMO, BaHIETaHUO,
ostarmapuo0);

KoJieceBesaM (Tmpernapar, IpUMEHIeMbIH I JISYCHHS caXxapHOoTo AuadeTa 2 Tuma).

IIpenapar I'mokodaxx® JIoHT 1 aJIKOroJb

IIpn ocTpol aJKOroJILHOM HHTOKCUKALMM YBEIWYUBACTCA PUCK DPA3BUTHs JIAKTOALU03a,

0COOCHHO B ClIy4ae:

HEJI0OCTaTOYHOTO MUTAHUs, COOTIOICHNUS] HU3KOKAJIOPUITHOM THETHI;

MMEYCHOYHOM HEAOCTATOYHOCTM.

Bo Bpems mpuema mpemnapara cieayeT u30eratb mpreMa ajJKoroys U JICKapCTBEHHBIX CPEICTB,

COJICPIKaIIMX YTAHOI.
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Ecnu Bbel OepeMeHHBI WM KOPMHUTE TPYAbl0, TyMaeTe, YTo 3a0epeMEeHeNH, WU IUIaHUpyeTe
OepeMEeHHOCTh, Tepe] HadajJoM IPHUMEHEHHs NpernapaTa NPOKOHCYIbTUPYHTECh C JICUaIlluM
BpadoM.

bepemeHHOCTD

B ciywae xnmHMYecKOW HEOOXOIUMOCTH, MpHMeHeHHe mpemnapara [mokodax® JIoHr moxer
OBITH PAacCMOTPEHO BO BpeMsi OEpeMEHHOCTHM B KadeCcTBE JOMOJHEHUS WM aJbTePHATHUBBI
WHCYJIUHY.

I'pynHOE BCKapMJIMBaHHE

B cBsa3u ¢ OrpaHUYCHHBIM KOJIMYCCTBOM JAaHHBIX, IPUMCHCHUC IIPCIlapaTa B IICPUOA T'PyAHOTO

BCKapMJIMBaHHA HC PCKOMCHAOBAHO.

YnpasieHue TPAaHCIOPTHBIMHU CPeACTBAMM M padoTa ¢ MeXaHU3MaMH

Mouotepanus npenapatom [mokodax® JIoHT He BBI3BIBAET TUIOTIIMKEMHUH, TO3TOMY HE BIIHUSET
Ha CIIOCOOHOCTD YTNPABJIATh TPAHCIIOPTHBIMHU CPEICTBAMH U MEXaHU3MaMH.

Tem He MeHee, BO3MOKHO pa3BUTHE TMIOTVIMKEMHUH MIPU MPUMEHEHUH MeT(hOpMHUHA B COUETaHUU
C IPYTUMH TUMOTIIMKEMUYECKUMH MpernapaTaMu (IPOU3BOIHbIE CYb()OHMIMOUYEBHHBI, HHCYJIHH,
penarnuHuA U Ap.). llpu NOSBIEHUM CUMITOMOB THUIIOTJIMKEMUU HE CIEAYeT YIPaBIsTh

TPAHCIIOPTHBIMU CPpCACTBAMU U MCXAHU3MaMMH.

3. llpuem npenapara I'mokodax® Jlonr
Bcerna npuHuMalite npenapar B II0JHOM COOTBETCTBUM C PEKOMEHIALMsIMU JIUalero Bpaya.

[Ipu nosiBIEeHUN COMHEHUN ITOCOBETYUTECH € JICYAIUM BPadoOM.

Pexomeniyemasi 103a 1J1s1 B3pOCJIbIX

Jo3a npenapata ['mokogax® JIoHr B popme TabIETOK C MPOJIOHTUPOBAHHBIM BHICBOOOXKICHUEM
HOI[GI/IpaeTC}I BpauOM HWHIAWBUAYAJIBHO I KaKAOTr0 IMMalUCHTAa Ha OCHOBAHHMU PE3YJILTATOB
M3MEPEeHNS] KOHIICHTPAINH TIIFOKO36I B KPOBU.

MownoTepanus u KOM6I/IHI/IDOBaHHaﬂ TEpalnsad B COUYCTaHHHN C JPYTUMH THINOTTIMKEMHYCCKHMHU

CpC€acCTBaMHU IIpU CaxXapHOM I[I/IaGGTG 2 Thna

e Ecmu Bel He mpunumaere MeT(OpMHH, PEKOMEHIyeMOW HadajJbHOM J/030# mpemapara
I'mokodax® Jlonr aensercs 500 mr 1 pa3 B CyTKH BO BpeMsl yKHHA.

e B 3aBUCMMOCTH OT KOHIIEHTPALIMM TJIOKO3bI B IUIa3Me KPOBH, uepe3 kaxable 10-15 mueit
BO3MOXKHO MEUJICHHOE yBenuueHue 103bl (Ha 500 Mr), 10 JOCTHXKEHUsS MaKCUMalbHOM

cyrouHoi 11036l (2000 mr). MenjgeHHOe yBETHYEHHUE O3Bl CIIOCOOCTBYET YMEHBIICHUIO
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e Ecmu Bwl yxe mnonywyaere JedeHHe METQOPMHMHOM, HayajbHas [03a Iperapara
I'mokopax® JloHr momkHa OBITH SKBHBAJEHTHA CYTOYHOW J103€ TaOJNETOK C OOBIYHBIM
BBICBOOOKICHUEM.

e FEcmu Bwl mpunumaere merdopmuH B ¢dopme TaOIETOK C OOBIYHBIM BBICBOOOXKICHUEM
JEMCTBYIOIETO BellecTBa B A03€, npesbimatonieii 2000 mr, Bam He pekoMeH10BaH nepexon
Ha nipenapat ['mokodax® Jlonr.

e B ciyyae miaHupoBaHMs Iepexojia ¢ Ipyroro TUIOTIMKEMUYECKOTO CpeiCTBa, HE0OOX0IMMO
MPEKPATUTh TIPUEM JPYTOT0 CPEACTBA M HAaYaTh npueM npenapara ['mokodax® Jlonr B 103e,
YKa3aHHOM BBIIIIE.

KoMOunamus ¢ HWHCYJINHOM

JUist TOCTMIKEHUsT JTYYIIero KOHTPOJISL CONEp>KaHMsI TIIOKO3bl B KPOBH MET(HOPMUH U MHCYJIHH
MOKHO MPHUMEHSTHh B BHUJE KOMOMHHpOBaHHOW Tepanuu. OOblYHAs HauyaidbHas J03a Mpernapara
['mroxoax® JloHr coctaBnser oanHy TadnaeTky S00 Mr 1 pas B CyTKH BO BpeMs y>KUHA, B TO BpeMs
KaK 7103y MHCYJIMHA OOUPAIOT HA OCHOBAaHUH PE3YJIbTaTOB U3MEPEHUS KOHIIEHTPAIMH TIFOKO3bI
B KPOBH.

CyTouyHag mo3a

MakcumanbHasi peKOMeHJ0BaHHas /103a npemnapata ['mokodax® Jlonr — 4 tadnerku 500 mr B
cytku (2000 mr). Ecin npu nmpuemMe MakCUMajlbHOM pEKOMEHI0BAHHOM J103bl | pa3 B CyTKH BO
BpeMs y)KMHA HE yJIaeTcs JJOCTHYb a/IeKBATHOTO KOHTPOJIS TTIMKEMHH, TOT1a MaKCUMallbHas 1032
MOXXET OBITh pazjielicHa Ha ABa nmpuema: 2 Tadietku 500 Mr — BO BpeMsl 3aBTpaKa M 2 TaOJIeTKH
500 Mr — BO BpeMs y>KHHA.

Ecnu anexBaTHbIE KOHTpOJIb TIMKEMUH HE Jocturaerca npu npueme 2000 Mr mpemnapara
I'mokogpax® JloHT, TabIETKU ¢ MPOJOHTMPOBAHHBIM BBICBOOOXKICHUEM, BO3MOXKEH NEpexo1 Ha
MeT(HOpPMUH ¢ OOBIYHBIM BHICBOOOKICHUEM JICHCTBYIOMIETO BemiecTBa (Hampumep, [ mokopax®,
Ta0JIETKH, TTOKPBITHIE TUICHOYHOW 000JI0UKO#) ¢ MAaKCUMaIbHOM CyTOYHOU 10301 3000 M.

MoHorepanus npu opeauadere

O6brunas no3a coctasiasier 1000-1500 mr 1 pa3 B cyTKM BO BpeMsi WJIHM TOCJIE MpUEMa IHIIH.
PexomeHyeTcst peryasipHO NPOBOAUTh MIMKEMUYECKUH KOHTPOJb Ul OLEHKH HEOOXOIUMOCTH

JAbHENIIEro MpUMEHEeHHs Mpernapara.

IManueHTHI MOKUIOTO BO3PACTa
N3-3a BO3BMOXKHOTO CHHXKEHUS QYHKIUH MOYEK 103y MeThOpMUHA KOPPEKTUPYIOT Ha OCHOBAHUU

OLICHKH (PYHKIIMH [TOYEK, KOTOPYIO0 HEOOXOIMMO IPOBOAUTD PETYIIIPHO, HE MEHee 2 pa3 B TO/I.


ЛП ГП СОГЛАСОВАНО


JM-Ne005399-I-BY e e .
COrNACOBAHO COOTBETCTBYET 3KCNEPTHOMY OTUYETY
MUHUCTEPCTBOM 3[IPABOOXPAHEHVISA o1 03.05 2024 M= 8720
PECMYBNVKN BENAPYCb - - R ~
MPVKA3OM OT 07.08.2026 Ne 911 (MOCNEOQBATENEHOCTE 0005)
NMOCNEAOBATENLHOCTL 0016 ' .

ITanueHTHI ¢ HAPYIIEHHEM (PYHKIUH II0YEK

MeThopMUH MOXKET MPUMEHSTHCS Tipu novyeuHoi HepoctarounocT ¢ KK 30-59 mu/MuH TobKO
B CIyyae OTCYTCTBHUS COCTOSIHUN/(DaKTOPOB prCKa, KOTOPhIE MOTYT YBEJIUYUBATh PUCK PA3BUTHUS
JIAKTOAIM]103a.

OyHKIMS TOYEK JOKHA OLIEHUBAThCA J10 Havyasia Tepanuu MeT(OpMUHOM, a 3aTeM He peke 1 paza
B rox. Ecin y Bac moBblIIeH prck mporpeccupoBaHusl MOYEYHON HETOCTaTOYHOCTH W/WIIN €CIH
Br1 moskusoro Bo3pacra, GyHKIUIO MOYEK CIelyeT KOHTPOJIUPOBATh yalle (Kaxkaplie 3-6 MecsleB).

Ecmu KK mmke 30 mur/MuH, mpyueM mpenapara I0JDKeH ObITh HEMEIJICHHO TIPEKPaIlleH.

KK (mn/mMuH) MakcumanbHas CyToOYHas JlonoNHUTENBHBIE CBENECHUS
no3a
60-89 2000 mr B cBsa3u co cHmkeHneM (YHKIIMU TIOYEK
ClIeyeT paccMoTpeTh BO3MOKHOCTh

YMEHBILICHUS J03bI MET(HOPMHHA.

45-59 2000 mr [lepen nHavamom Tepanmuu MeTHOPMUHOM

30-44 1000 mr clieyeT M3y4uTh (haKTOpbI, MOBBIIIAIOIINE
PHUCK pa3BUTHS JAKTOAUI03a.
Haugansnas n03a COCTaBJIAACT ITIOJIOBUHY

MAaKCUMaJIbHON CyTOYHOM J103BI.

<30 - [Tpuem MeTopmMuHa MPOTHBOMIOKA3aH.

IIyTh n/Man cnocod BBeAeHUs
BuyTpb.
TabneTku mporiaTeiBaTe IEIMKOM, HE Pa3KEBBIBAs, 3aluBas HEOOJBIIMM KOJIHYECTBOM

KUAKOCTH, | pa3 B CyTKM BO BpeMsl yKHHA.

IIpogonxuTeIbHOCTH TEPANIMU
[Tpuaumaiite npemapar ['mokodax® JloHT exxeqHeBHO, 0e3 mepepbiBa. B cirydae npekparieHus

JIe4eHUs1, COOOIUTE 00 3TOM Bpady.

Ecau Bol npunsin npenapara I'mokogax® JIoHr 00J1b1E, YeM CJ1e10BAJI0

Ecnmu Ber mpunsiimn npenapara ['mrokodax® JloHr B m03e O0jbIne YeM mpeaycMOTpeHo, y Bac
MOKCT Pa3BUTHCS JIAKTOAIIUI03. CuMnoToMamMu JIAKTOAIM A03a ABJISIFOTCA: PBOTA; 60.]11: B XXHUBOTC,
MBIIIEYHBIE CYAOPOTH; HapylleHHe OOILIero CaMOYYBCTBHUS, COIPOBOXIAIOLICECS CHIIbHOM

yCTaJOCThIO; 3aTPYAHEHHOE JIbIXaHUE; CHI)KEHHUE TeMIIepaTyphl Tena.
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MEIUIUHCKOU TOMOIIIBIO.

Ecau Bol 3206114 npuHaTh npenapat ['imokopaxk® JloHr
He npunumaiiTe ABOMHYIO 103y, 4TOOBI KOMIIEHCHPOBATh MPOMYIICHHYI0 Ta0neTky. [Ipumure

nmpenapar B MOJIOKCHHOC BpCMs CIICAYIOLICTO IIpUueMa.

[Ipy Hamuuuu BOMPOCOB MO MPHUMEHEHHUIO Ipemnapara, oOpaTUTeCh K JedalleMy Bpady HId

pabOTHUKY anTEeKH.

4. Bo3moxHBIe HexKelaTeJbHbIC PeaKIHU

[Tono6HO BceM JIEKapCTBEHHBIM —IIpenaparaM, JaHHbIA IpernapaT MOXET BbI3bIBAaTh
HE)KEJIATCIIBHBIC PEaKLUU, OJHAKO OHU BO3HUKAIOT HE Y BCEX.

Ecnu Bel 3ametiim mo0yr0 U3 MEPEUUCIICHHBIX HUXKE HEXeNaTeIbHBIX PEaKIUi — MPEeKpaTUuTe
npueMm mpenapara [mokopax® JloHr W HeMeaneHHO oOpartuTech K Bpady, Bam moxer
noTpe0OBATHCS MEIULIMHCKAs TOMOIIb!

O4eHb 4aCTO — MOT'YT BO3HMKATh y 0oJiee yem 1 yesoBeka u3 10:

e TomHOTa;

e PBoTa;

e Jluapes;

e boim B )KUBOTE;

e OTCcyTCTBHE aNmeTUTA.

YacTo — MOryT BO3HMKATh He OoJiee yeM y 1 yesioBeka u3 10:

e HepgocraTouHocTs BUTaMuHA Bi2;

e Hapymenue BKyca (METaJUIMYECKH TPUBKYC BO PTY).

O4eHb peKo — MOTYT BO3HHKATh He 0ojiee yeM y 1 yesioBexa u3 10 000:

e JlakToammmos;

e Hapymenue noka3zareneil QyHKIMH MIEUYEHY;

e Bocnanenue neyenu (remnarur);

e Dputema (MIOKpPACHEHHUE KOXH);

* 3yxm

e Bo3HuKHOBEHHE Ha KOXKe 3YIAIINX BOJIIBIPEH, CXOXKHUX C 0’)KOTOM KParuBOH (KparnuBHUIIA).

Coo01meHue 0 HeskeIaTeJIbLHbIX PeaKIusX

10
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peakuuu, MPOKOHCYIBTUPYUTECH ¢ BpauoM. J[aHHAast peKOMEHIaIUs pacIpOCTPaHSIETCs Ha JII00bIe
BO3MOYKHBIE HEXKEJIATeNbHbIE PEaKlUM, B TOM YHUCIIE HA HE MEPEUUCIICHHBIC B JINCTKE-BKIIAIbIIIIE.
Bbl Takxke MoxkeTe COOOIINUTH O BO3HMKHOBEHHHU HEXKENATENbHBIX peaklUil HaIlpsMylo depes

CHUCTEMY COOOIIIEHHI TOCYIapCTB — WICHOB EBPa3niicKOro 3KOHOMHYECKOTO COI03a.

Poccuiickas Penepanus

denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
109012, r. Mocksa, CnaBsiHCKas iomansp, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Cait B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHET:

https://www.roszdravnadzor.gov.ru/

ApmMmeHus

AO3T «HayuHbIlil LIEHTp 3KCIEPTU3BI JIEKAPCTB U MEAUIIMHCKAX TEXHOJIOTUH UMEHH aKaJeMUKa
. lNabpuensina»

Anpec: 0051, r. Epean, ip. Komuraca 49/5

Temn.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

["opstuas nmunus: (+374 10) 20-05-05, (+374 96) 22-05-05

DneKTpoHHas MmoYTa: naira@pharm.am; vigilance@pharm.am

Caiit; www.pharm.am

Pecnyonuka Bemapyces

MunuctepctBo 3npaBooxpanenus Pecnyonuku benapych,

PecnyOnukanckoe  Yuurtapuoe Ilpenmpusrue ILlentp Oxcneptu3 u  Hcnbitanuwii B
31paBOOXpaHEHU N

Anpec: 220037, r. Munck, nep. ToBapumieckuii, 2a

Pecniy6nmkanckast KIMHUKO-(hapMakooruaeckas adboparopust

Otnen dapmakonanzopa: ten./daxc: +375 (17) 242 00 29

OnexTpoHHas noyra: repl@rceth.by
Caiit: www.rceth.by

Pecny6auka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX
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LU

3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi1. A. UmanoBa, 13 (bL «Hypcayner 2»)
Ten.: +7 (7172) 235 135

OnekTponHas noyta: farm@dari.kz

Caiit: www.ndda.kz

CooOmiasi 0 HeXenaTelbHBIX peakluusX, Bbl momoraere MoayduTh OOJBINE CBEICHUNU O

0e30IacHOCTH TIperapara.

5. Xpanenne npenapara I'mrokogax® JloHr

XpaHuTe npenapar B HEJOCTYITHOM JJIs1 peOeHKa MecTe TaK, 4T0Obl peOCHOK HE MOT YBUJETH €r0.
He npunumaiite npenapaT 1ocjie UCTEUYEHUs CpoKa TOJAHOCTH (CpOKa XpaHEHUs), yKa3aHHOTO Ha
OnmucTepe U KapTOHHOM Mayvke rnocie ciaoB «l oaeH 10:».

Cpok rognoctu: 3 roaa.

JlaToii ucredeHus: cpoka rogHOCTH SABJISIETCA MOCIETHUN 1€Hb JAHHOTO MECSIA.

XpaHuTh Npu Temneparype He Boiie 25 °C.

He BbiOpachiBaiiTe mpenapar B KaHAJTU3alUIO. YTOYHUTE y pabOTHHMKA anTeKd, KaK CIeayeT
YTUIIN3UPOBATh (YHHUTOXKHTD) MTperapar, KOTOPbIi 00Jbie He moTpedyeTcsi. ITH Mephl O3BOJISAT

3alIUTUTH OKPY’KAIOLIYIO CPEAY.

6. Coep:xnMoe yNIAaKOBKHU M MIPO4YHe CBeIeHUs

IIpenapar I'mokopax® JIoHr conep:kuT

JIefiCTBYIOIINM BEIIECTBOM SIBJISICTCSI MET(HOPMHUH.

Kaxxnass TabneTka ¢ mpoJIOHTHPOBAHHBIM BBICBOOOXKIeHHEM conepkuT 500 mr metdhopmuHa (B
BUJIE TUAPOXIIOPUAA).

BcnoMorartenbHbIMU BELLIECTBAMU SIBIISIOTCA: KapMellio3a HaTpus, runpomeniosa 2208, maraus

cTeapar.

Buemnnii Bua npenapara I'mokogax® JIoHT U coaep:kuMoe yIIaKOBKH

TalneTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHHUEM.

Kpyribie 1BOSKOBBIMYKIIbIE TaOJIETKH O0€TI0TO WIIA TTOYTH O€JI0T0 1BETa, ¢ TpaBUpOBKOM «500» Ha
OJHOI CTOPOHE.

ITo 15 Tabnerok B 6xucrep u3 [IBX/TIB/IX/anmomununeBoit ¢poabru, mno 2 wiu 4 6aucrepa BMecTe

C JIMCTKOM-BKJIAABIIIICM MMOMCIIAIOT B KAPTOHHYIO MMAYKY.
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Jep:xaTe/ib perncTpalMOHHOI0 Y10CTOBEPEHUS
Poccuiickas @enepanus

000 «Mepx»

115054, r. Mockga, yi. Banosas, 1. 35

IIpousBoauTenn

Bce cTagnm npon3BOACTBA, BKIIOYasl BEINYCKAIOIIHKA KOHTPOJIb Ka4eCcTBa:

®paHuus

Mepk CanT) c.a.c.

CenTtp ae npoaykcsoH Cemya, 2 pro ato [Ipeccyap Bep — 45400 Cemya

WIH

Poccniickas @enepanys

000 «Hanonex»

612079, Kuposckasi o6mactb, OpHUYEBCKHI MYHUIIMTIATBHBIN paiioH, JIEBUHCKOE TOPOICKOE

nocenenue, buomenunmuckuit komrieke HAHOJIEK tepputopust

B ciyuae ynakoBku npernapara Ha OO0 «Haunoaexy, Poccust

Tlpouzeoocmeo comoesoii iekapcmeeHHoU hopmbl u (pacoska (nepsuynas ynaKoseKa):

®paHuus

Mepk CanT) c.a.c.

Centp ne npoaykcboH Cemya, 2 pio ato [Ipeccyap Bep — 45400 Cemya

Bmopuunas (nompebumenvckas ynakoska) u 8blnycKkarowuii KOHMpolb Ka4ecmea:

Poccuiickas @enepanus

00O «Hanonex»

612079, Kuposckas ob6nactb, OpuueBCKHN MyHHLIMNAIBHBIA paiioH, JIEBHHCKOE Tropoackoe

nocenenue, buomenunmuckuit komruieke HAHOJIEK tepputopust

3a ar000if mHGopManmeil 0 mpenapare, a TakKe B CJIy4asiX BO3HHMKHOBCHMsS IpeTeH3HM

caeyeT o0pamaThCsi K NPeACTABUTEJII0 iep:KaTeisl PerucTpalioOHHOI0 YA0CTOBEPEeHHS:

Poccuiickag ®enepanus

000 «Mepx»

115054 Mockga, yi. Banosas, a. 35
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COTTIACOBAHO COOTBETCTBYET 3KCMIEPTHOMY OTYETY
MUWHUCTEPCTBOM 3[JPABOOXPAHEHUSA oT |:|3 . : 5 :_' : : "'J-' E-TEI:
PECMYBIVKN BENIAPYCb . R TR NS
ot TGS 495 937 33 04 OCTIEACRATETIEADC TR 000

daxkc: +7 495937 33 05

e-mail: safety@merck.ru

Apmenus

[IpencraBurensctBo «Acino Pharma AG» (Llseitnapckas Koudenepanus) B Pecmybnuke
Apmenus

0014, r. EpeBan, yn. Anonn 6/1, 54

ten.: +374 60 67 01 70

e-mail: PV_AM@acino.swiss

B Pecnybnuke ApMeHuss mpemaparT  3aperMCTPUPOBaH  I0J] TOProOBBIM  Ha3BaHUEM

['mroxodax® XR.

Pecny6auka Benapycs

[IpencraBurenbeTBO aknoHEepHOTo obmmecTBa «Acino Pharma AGy (IlIBeitapckas
Kondenepanus) B Pecmy6nuke benapych

220062, r. Munck, np-t [Tlobenureneit, 106-34

ten.: + 375 (17) 319-91-41, + 375 (29) 700-65-90

daxc + 375 (17) 319-91-40

e-mail: Safety BY@acino.swiss

PecnyOauka Kazaxcran

TOO «Auuno Kasz»

050047, r. Anmatsel, Boctannpikckuit paiion, [Ipociekt Hypcynran Hazap6aes, nom 223, H.11.
243

Ten.: +7 727 364 56 61

e-mail: PV-KAZ@acino.swiss

B Pecnybmuke Kazaxcram mpemapaT 3aperHCTPHpPOBAaH I0J] TOPTOBBIM  Ha3BaHHEM

['mroxodax® XR.

JIncTok-BKIAABIII IEPECMOTPEH:

IIpouune ucToOUYHUKH HHPOPMALMH

[MoxpoOHbIe cBedeHwWss O JaHHOM TMpemapare coaepxkarcs Ha BeO-caiite Corosa

http://eec.eaeunion.org/.
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