COOTBETCTBYET SKCMEPTHOMY OTUETY
ot 17.07.2024 N> 14589

[Bxogawwi M3 N24282830

MVHVICTEPCTBO 3/IPABOOXPAHEHVISI POCCHUICKON ®ELEPALAN
| MHCTPYKLIS
10 MEJIALIMHCKOMY TIPUMEHEHHIO JTEKAPCTBEHHOI'O
| TIPENAPATA

Hoypem® Jxenpece

PerncrpannoHHbIi HOMep:

Toprosoe nanmenoBanue: Hoypem® Dkcrpece

MexayHapoanoe HelaTeHTOBAHHOE HJIH rpyNuMpoOBOYHOEe HAHMEHOBaHHeE:
JIECMOIIPECCUH

JlekapcTBeHHas1 popma: TabIETKU IO bSI3BIYHEIE

CocraB Ha ogHy Ta0J1eTKY.

Jlo3uposka 60 MK

1 TabreTka COEPIKUT:

Oeticmeyioujee éeu;ecmeo: mecMorpeccruHa auerar (B Bune tpuruapara) 0,067 mr,
B niepecyere Ha necmornpeccud 0,060 mr (60 Mkr);

" BCNOMO2ameNbHbIe eed;ecmea: apomaTu3aTop JUMOHHBIA 0,320 Mr, Kaablys rui-
podocdar Gessonmbit 2,715 wmr, xampuus creapar 0,400 Mr, KpOCIOBHIOH
5,430 mr, kcunuron 3,394 mr, mansronekcTpur 10,000 mr, manauTON 45,457 M,
L[EJUIF0JI03a MUKpOKpUcTaiumueckas 12,217 mr.

Jlo3uposka 120 Mxr

| TabeTKa COMEPKUT:

Oeticmsyloujee seuyecmso. NeCMOIIpeccuHa aretar (B Buge Tpurunpara) 0,135 wr,
B niepecyete Ha aecMonpeccus 0,120 mr (120 Mkr);

6CHOMOZamenbHbIe Geuecmed; apoMaTH3aTop TUMOHHEIH 0,400 MT, KambIHs TH-
podochar Gessommet 3,371 wmr, kambmms creapaT 0,500 M, KpOCIIOBHIOH
6,741 mr, xcunuron 4,213 mr, manerogexcTpud 12,000 mr, manauTON 57,472 M,
L[eJUTI0NI03a MUKpOKpUCcTasuindeckas 15,168 mr.

Jlozuposka 240 MKT
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1 TabeTka COEPKUT:
deticmeyioujee 6eujecmeo. eCMOIIpeccrHa arerar (B Buje tpuruapara) 0,270 mr,
B nepecyeTe Ha gecmorpeccud 0,240 mr (240 Mkr);

gcnomozamenshvie eeuwjecmaa. apomarnsarop TUMOHHBIN 0,480 Mr, KaabLus THI-
podocthar 6e3Bommbrid 3,950 wmr, xamemua creapar 0,600 Mr, KpoCHOBHIOH
7,900 mr, xcuuror 4,937 mr, mansToaekcTpun 14,500 mr, manuuToI 69,588 M,
IIeJUTI0JI03a MEKPOKpHCTaIdecKkas 17,775 Mr.

Onucanne | |

TabneTku Kpyrible JBOSKOBHITYKIbIE (Ho3upoBkr 60 MKr u 120 MKr); Kpyrisie
JIBOSIKOBBITYKJIBIE C KpéCToo6pa3H01‘i prckoii (mosupoBka 240 MKr), 6emoro uiu
oYTH O€JI0ro LBeTa, C XapaKTEPHBIM 3alldX0OM JINMOHA.
dapmakoTepaneBTHYECKAasi PyNna: rOPMOHBI TAIIO(U3a U THIIOTalaMmyca U UX
aHaJIOTW; TOPMOHEI 3aJHEH 0K TUnodu3a; Ba30IPECCHH U €ro aHAJIOTH.

Kon ATX: HOIBAO2.

PDapmMakKoJOrHYecKHe ¢BOHCTBa |

dDapmaxoounamuxa

JlecMOTIpecCHH - CTPYKTYpPHBIM aHalor €CTECTBEHHOI'O IIENTHIHOIO TIOpMOHa
rUIoTanamyca, apruHHH-Ba30NPEeCCHHa, [IOTYYCHHBIH B pe3ysibTaTe H3MEHeHUH B
CTPOEGHHMM MOJIEKYNBl Ba3ONpPEecCHHA. Pa3nuyue COCTOUT B JI€3aMHUHUPOBAHUU
mctenHa (B 1-M mosumum) u 3amerneHud L-aprununa (B 8- mosumum) D-
apryHUHOM. JTO BeAeT K AcyIIleCTBeHHOI‘;I IIPOJIOHTAIMY  aHTUUYPETUYECKOTO
JEACTBUS U noanMy OTCYTCTBHIO JICHCTBUS HA TIAIKYIO0 MYCKYJIATypy COCYIOB H
BHYTPEHHUX OPraHOB [10 CPABHEHUIO C HATUBHBIM apTUHUH- Ba30IIPECCUHOM.
JecMmomnpeccHH yBeIMYMBAaeT IIPOHUIAEMOCTh JIUTENHS IUCTAIBHBIX OTJIEJIOB
V3BHUTHIX KaHANBIEB ¥ IIOBBILAET peaGCOpOIMI0 BOMEl, YTO HPUBOMUT K
YMEHBIUIEHUIO 00beMa BBIAEISEMOM MOYH, ITOBBULEHHIO OCMOJSPHOCTH MOYH C
OJJHOBPEMEHHBIM CHIDKEHHEM OCMOJISPHOCTH IUIA3MBI KPOBH, CHHYKEHHMIO ‘IaCTOTI:;I

MOUYEHCITyCKaHUH ¥ yMEHBIIEHNIO HOKTYPHH (HOYHOH IOJIHYPHH).
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KiuHpgeckue  UCCIENOBaHMS, IPOBO

JIECMOIIPECCHHOM B JIEKapCTBEHHOH (opMe «TabJIeTKH-THOQHUIN3AT», IMOKa3aiu

CIIEYIOIIHE Pe3yIbTaThl:

— Habmonanock 50%-Hoe COKpallleHHe YacTOThl HOYHOTO ModeHcIycKanus y 39%
IAlMEHTOB, IPUHUMAIOIINX IECMOIIPECCHH 0 CPaBHEHUIO ¢ 5% IIallWeHTOB B

- rpynme npuema wiane6o (p<0,0001);

— CpeJHee YHCIIO MO03bIBOB K HOUHOMY MOYEHCITyCKaHHIO OBITO CHIDKEHO Ha 44%
B IpyIIIe IIpreMa I[eCMOHpeCCI/IHa u Ha 15% - B rpynme ane6o (p<0,0001);

— cpenHsas IPOIODKUTEIFHOCTH népBoro neprosia cHa yBenmu4dmiace Ha 64% vy
TAllMEeHTOB, MPUHUMABIINX JECMOIPECCHH, IO cpaBHEHMIO ¢ 20% y MalueHToB
B rpymnie manebo (p<0,0001);

— cpelHee BpeMs HAYaJbHOTO CHA YBEIMYWIOCH Ha 2 uyaca B TIpyIIe
neCMonpeCCHHa, Ha 31 MuHyTy - B rpymnme mwranebo (p<0,0001).

DapmMaKoKuHemuKa

Abcopbyus u pacnpedenenue

MaxkcumanbHass koHueHTparwss (Cmax) HecMOIpeccHHa B ILIa3Me KpOBHU

nocturaercs B TedeHHe 0,5-2 4 (tpe) HOCHE CyONMHTBATBHOIO MPUMEHEHUS

npenapara U IPsSMO npondpuHOHanBHa BEIUYMHE TIPUHATOM MO3BI: IOCTe

npumenenus 200, 400 1 800 MKr Cpa COCTABIANA 14 rr/mi, 30 or/Ma u 65 /Mt

COOTBeTCTBEHHO. OHOBPEMEHHBIM TIpHeM IMINE MOXKET CHIDKATH CTeNeHb H

ckopocts  abcopbuum  Ha 40%. BHONOCTYNHOCT  HECMOIpEcCHHA B

cybnmuHrBansHoi gopme B nozax 200, 400 u 800 mkr cocraBnser okono 0,25%.

BronocTynHOCTP ¥ pa3HBIX HAMEHTOB MOXKET BAPBUPOBATH,

JlecMorpeccrH He IPOHUKaET Yepe3 reMaTosHIedanumdeckuii 6apbep.

Memabonusm u evigedenue

IIpy wccrneoBaHUM MHKPOCOM II€4eHH im Viftro OBUIO YCTaHOBIIEHO, YTO

HE3HAYMTENbHAS YacTh JECMOIIPECCHHA MeTabommsupyercs B mededu. Ha

OCHOBAaHHMM IIONYYEHHBIX JaHHBIX OBUI cJelaH BBIBON, YTO MeTaboInu3M

IeCMOIIPECCHHA B IEYEHH (7 Vivo HE WMeeT CYIIECTBEHHOIO 3HAYEHHUS.

JlecmornpeccrH BBIBOAUTCS IIOYKAaMH, IIEPHOT TIOJTYBbIBEICHHA COCTABIIET 2,8 4.
' ' 3




Ilokazanus K INPUMEHEHHU10
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HecaxapHsiil nuabder LeHTPAJIEHOT0 IeHe32;

[onuypus/TOMUIUICHS TI0Ce TUINOGU3ZKTOMUY HIIH omepanuii B 00NacTH
«TYPEIKOTO CelIay; : |

IlepBHYHEIM HOYHOM SHYpE3 Y B3POCIBIX U AETEeH CTaplle S JIET,

HoxTypus y B3pOCHBIX, CBs3aHHAas C HOYHOM MOJHypHeH (TIOBBIIIIEHHOE
MO4Ye00pa3oBaHUe B HOUHOE BpeMs, IIPEBAIIIAIOIIEE EMKOCTh MOYEBOTO y3bIps

1 BBI3BIBAIOIIICE H606XOIII/IMOCTI) BCTaBaTh HOYBIO Oolee OJHOT'O pasa ¢ LEJIbIO

OIIOPOXXKHECHUA MOYEBOTO Hy3BIpH) - B KQUE€CTBE CUMIITOMATHICCKOH Tepalunu.

IlIporuBonokazanus

HOBBIH_IeHHaSI.‘-IyBCTBI/ITeJIBHOCTB K IECMOIIPECCHHY WM JPYT¥MM KOMIIOHEHTaM
Ipernapara;

IPUBBIYHAS WM IICHXOTeHHas Moiuauicus (¢ odpeMoM MoveobpasoBanus 40
MII/K1/24 4aca);

W3BECTHAsT WIIM II003peBaeMasi XpOHHUYEcKas cepleyHas HelIOoCTaTOYHOCTh U
JPyrue COCTOSHUS, TpeOyIoIue Ha3HaYeHNUs JNyPETHKOB;

TUIIOHATPUEMUS,; |

II0YedHasi HeJIOCTaTOYHOCTH CPEAHEeH CTeNeHM TSHKECTH U TSKENIOM CTelneHH
TspKecTd (kmupenc kpearuauHa (KK) arxe 50 Mi/Mun);

IETCKUI BO3PACT JO 5 JIET;

BO3pacT 65 JIeT U cTaplie — IpU IPUMEHEHMH IS CAMIITOMATHIECKON TepaIy
HOKTYPUU;

CHHJIPOM HEaeKBATHOM IPOLYKI[MH aHTHINYPETUYECKOrO TOPMOHA;!

IMOMAAUTICHUS IIPH XPOHUYCCKOM aJIKOTOJIHU3ME.

C 0CTOPOXKHOCTHIO

Iloyeunas memocraTousocth (KK Gonee 50 mu/mMun), Gubpo3 MOUEBOrO My3bIPH,

MYKOBHCHIHO03, HUIICMHYCCKasA 00JIe3HD cepaua, apTeépuajlbHasd THUIICPTCH3UA,

HapyHmeHus BOIHO-3JICKTPOIHUTHOT'O Gancha, IMOTE€HIHATbHBIN PUCK ITOBBIIIICHUA

BHYTPHYEPENHOTO JABJIEHUSA, PUCK Pa3sBUTHSA TpoMOO30B, GEpEeMEHHOCTBH, B T.d.
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recto3sl I monoBuHEI GepeMeHHOCTH (11
¥ CTaplle) Ipy NpUMEHEHUH LT JIeYeHHs] HecaxapHoro fuabera.

IIpuMenenue Bo BpeMsi GepeMeHHOCTH M B IIEPHO/| IPYAHOT0 BCKAPMJIABAHUS
bepemennocmo

HecMmoTpss Ha OIpaHHYeHHOCTh [AHHEIX O IIPUMEHEHHH IECMOIPECcCHHa Y
GepeMeHHBIX JKEHIIMH C HecaxapHeIM jmaberoM (n=53), He OTMEYanoch
HEeraTUBHOIO JeiCTBHMs Ha TedeHHne OCpeMEHHOCTH MM Ha COCTOSHHE 370POBbHA
GepeMEeHHOM, IUIo[a WIA HOBOPOXJIEHHOIO. JOKIMHHYECKHE HCCIeNOBaHMA Ha
JKUBOTHBIX HE€ BBISBHIIE IPSIMOrO MIH KOCBEHHOIO BO3JIEHCTBHS Ha TEYCHHE
OepeMEHHOCTH, BHYTPHYTPOOHOE Pa3BUTHE, POJBI WM IIOCIEPOJOBOE pasBHUTHE.
Ongako IperapaT Ha3HAYAIOT TOJBKO TOIZA, KOTAa OXuiaeMmas I10jb3a JUIs
MaTepy MpPEBBIIIAET IMOTEHIMANBHBIN PUCK IS IUIoAa. "PexuM nosupoBaHus
mpemapara BO BpeMms OepeMEHHOCTH Cle[lyeT KOPPEKTHpPOBAaTh C yYCTOM
COCTOSIHMS MMANWEeHTKH. YUUTHIBas IOBBIIIEHHBIM PUCK Pa3sBUTHS MPEIKIAMIICHH,
PEKOMEHYeTCs IPOBOJIUTH KOHTPOJIb apTEPUAIBHOIO NaBIIEHHS.

Ilepuoo 2pyorHozo 6ckapmaueanus

VccreioBanre TPYLHOTO MOJIOKA JKEHIIMH, KOTOPHIE TOMYYHIN IeCMOTIPECCHH B
mose 300 MKI MHTpaHa3aibHO IIOKA3a]O, YTO KONMYECTBO JIECMOIPECCHHA,
KOTOpPOE MOXKET IIOacTh B OpraHu3M peOeHKa, CIIHIIIKOM MATO ¥ He CToCOGHO

TIOBJIUSAITH HA €T0 JUypes.

Crnoco6 nmpumeHeHHs U 103BbI .

CTPOI'O ITOJ A3BIK. HE 3ATIMBATH TABJIETKY XXUJIKOCTBIO!
OnTumaibsHas 103a npenapara Hoypem® Dxcrpecce noaGupaercs HHAXBULYAIBHO.
CooTHomleHns [03 MeXAy [OBYMS JIEKapCTBEHHBIMH (OopMaMH IIpenapara

IIPUBCJCHEI B Ta6J'II/II_IeZ

mabnemxu mabnemku noOwbA3bIUHbIE

0,1 Mr . 60 MKT
0,2 mT 120 MxkT
0,4> MT 240 MxT
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Ipenapar Hoypem® Dkcrpece Heo6x0x
Tocie exbl, TaKk Kak IpHeM TN CHIDKaeT abCcopOIMIO JeCMONpeccHHa H ero
3¢ (EKTUBHOCTB.

Hecaxapuoiii  Ouabem yeHmpaibHo20 _2eHe3a U _NONUYPUS/NONUOUNCUA _NOCTe

2UNOMUIKMOMUY

B Hauane IedyeHys OITHMaibHas Jio3a I[Ipernapara OIpeNelIeTCs BpaioM
MHIUBUIYAIbHO C yIETOM IT0Ka3aTelell OCMOIAPHOCTH ¥ 00beMa Mouu. Bo Bpems
JedeHuss HeoO0XOIUMO KOHTpoanOBéTL IIPOOJKUTEFHOCT CHA W BOJHO-
ANIEKTPOJIUTHBIN OanaHc.

PexoMeHmyeMas HawyaidbHas Ho3a AN JeTed M B3POCIBIX IIperapara Hoypem®
Okcmpecc - 60 MKT cyOIMHTBaNBEHO (TIOX SI3BIK) 3 pasa B CYTKH. B no’cneny}oméM
103y H3MEHSIOT B 3aBUCHUMOCTH OT HACTYIUIEHHS TEPaleBTHYECKOro 3(1)(1)31&31.
Pexomennyemass CyTodHas zo3a Haxozxn'fcx B -npenenax 120-720  Mxr.
OnruManbsHOM Tonnep)kuBaromieit no3oit spisercs 60-120 Mkr 3 pasa B CyTKH
CyONMHTBAIBHO.

Ilpy MOSIBIEHHH IPHU3HAKOB 3aJEPXKKU IKUJIKOCTH/THIOHATPUEMHH IIEYCHHUE
ClIe[lyeT IPEKPATHTh U CKOPPEKTUPOBATh IPHHUMAEMYIO 103y IIperapara.

Ilepsuunniii HOYHOU SHYDE3

OnTuManbHash —TepaleBTHYecKas 032 onpeﬁenxercx MHAUBUAYAIbHO U
KOPPEKTUPYETCS C y4ETOM OTBETa IalleHTa Ha JIeUeHHE.

Pexomennyemas HadanbHas 103a - 120 Mkr cyOnuHrBagbHO Ha HOYb. Ilpn
orcyrctBuH 3ddekra mo3a Moxer ObITh yBenmdyena no 240 mxr. HeobGxomum
KOHTPOJIb 32 COOMIOIEHNEM OTpaHUYEHUs IIpreMa JXUIKOCTH B BeUepHee BpeMs.
IIpy DOSBIEHWH MPU3HAKOB 33JEPXKKU IKHIKOCTH/TUIOHATPUEMHUH JIeUeHHe
clieyeT IPeKpaTHTh U CKOPPEKTHPOBATh IIPHHUMAaEMYIO 103y IIpenapara.
PexomenyeMplil Kypc HEIIPEpPBIBHOTO JIEYEHUs COCTABISAET 3 Mecsila. Pemmenue o
TPOOTIKEHMH JICUEHHs NPHHIMAETCS HA OCHOBAHHM KIMHHYECKHX NAHHEIX,
KoTopsle OynyT HabMo1aThes ITOCTe OTMEHEI IIperapara B TeueHue | Heneny.
Hoxmypus

PexomeHnyemas nHauanbHas gno3a - 60 Mxr Ha HOYb cyOnumHrBaipHO. [lpH
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oﬂrcyTCTBm/I addexta B TeueHHe 1 Heng
nocneaywomeM 10 240 MKT TIpH yBeJIHYEHHUH 035 ¢ uacToTOM He Gonee 1 pasa B
HEJEO.

Ecmu mocie 4 Helenb JIeUeHUs W KOPPEKIMK 03Bl aIEKBATHOI'O: KIMHHYECKOTO |
addexra He HAOMIOAETCS, IPOAOIDKATE npneM Ipenapara He peKOMeHyeTCsl.
Heo6X0 MMM KOHTPOIIb 332 COOIONIEHHEM OTPaHMYEHHS IPHeMa KHIIKOCTH.

Ocobuvie epynnvl NAYUEHMOS -

Ilayuenmur nodcunozo eospacma

ITpoTrBOMOKa3aHO MpYMEHEeHWe Iperapara B Bo3pacTe 65 JieT M cTapiie Uil
CHMIITOMATHYECKOH Tepamuy HOKTypHy. Y Ial[UeHTOB B BO3pacTe 65 JIeT H
CTapme IPUMEHATH IIpemapar Ui JIEYeHWs HecaxapHOro jauabera. ClemyeT ¢
OCTOPOXKHOCTHIO. IIpM  HasHAYeHHW JECMOIIPECCHHA TAlMEHTaM II0KHUJIOrO
BO3pacTa HEOGXOMMMO KOHTPOIHPOBATh COMEPKAHWE HATPHS B IUIa3Me KPOBH
Iepel HadaJioM JledeHWs, depe3 3 JHSA IIOCNIe Haydaua JIeYeHWs WIA IIpH

ITIOBBIIICHHH OO3EI, 4 TaKXe Ipu HeO6XOI[I/IMOCTI/I B TCUCHHE IIpHUEMa IIpelriapara.

\

IToGounoe nel‘icTBué . !
YacToTa BO3HUKHOBEHYs HexenaTelbHbIX peakimii (HP) ykasaHa B COOTBETCTBHH
¢ pexomenaanusmu BO3: '
odeHb gacto (> 1/10), gacro (= 1/100 mo <1/10), HeYaCcTo (> 1/1000 pmo <1/100),
penko (= 1/10000 mo <1/1000), ouens penko (< 1/10000), yacTora He ycTaHOBIEHA
(B HacToAIIee BPeMs JaHHBIE O PacIPOCTPAHEHHOCTH HP OTCYTCTBYIOT, BBISBICHHI
B XOZI¢ TOCTPErHCTPAI[IOHHOTO IPIMEHEHHS IeCMOIIPECCHHA).

B3pocnsle:

B Ta6mue npuBeness! HP # ykasaHa 4acToTa X BO3HHKHOBEHHS Ha OCHOBAHHH
JAaHHBIX, IOJIY4YeHHBIX B XOJNl¢ KIMHUYECKOI'O KCCIIEOBAaHUS y IAI[MEHTOB C
HOKTypHuen Q\I=1557) U IIpU MOCTPEruCTPAlMOHHOM IIPUMEHEHHHU Iiperapara I10

BCEM IMOKa3aHMSIM K IPUMEHEHUIO (B T.4. IIPH HecaxapHOM Anadere).
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Hapymenns Tomrora, 6ois | Huenenewst, —— —
CO CTOPOHBI B XHBOTE, IMa- | METEOPHU3M,
KENyJOUHO- pesi, 3anop, B3J[yTHE KU~
KUIIEYHOTO pBOT2 BOTa
TpaxTa
Hapymenus VYemnenue | Aineprudeckuit
CO CTOPOHBI MIOTOOTAENE- | AEPMATUT
KOXH U IO~ HUS, 3y1I,
KOXHBIX TKa- KOXKHas
HeH CBIIIb, Kpa-

IIUBHHULA
Hapymenus Mpeuneynsie
CO CTOPOHEI CIa3MBl,
CKEJIETHO- MHUAJITHS
MBIIIEYHOHR U
COEIMHHA
TEJIbHOM TKa-
HU
Hapymenus Hapymenue
CO CTOPOHEI (bYHKIIUH MO-
TIOYeK U MO- YEBOTO ITy3BIpPs,
YEeBBIBOJAIINX HapylIeHHAe
nyTen MOYEBBIBEIE-

HUS

Obmme pac- Iepudepuyec- |YyBcTBO
CTpoiicTBA W KH€ OTEKH, muckoMpop-
HapylIeHusl B 4yBCTBO ycTa- |Ta, 60k B
MecTe BBeJle- JIOCTH TPy, I'PUII-
HHUYI OO DO0OHbIH

CHHJIIPOM
JlaGopatop- YBemtuenue
HBIC U UH- Macchl Tea,
CTpyMeEH- YBEJIHYEHHE
TaJIbHBIE aKTUBHOCTH
JlaHHBIE bepMeHTOR

IIeYeHH, THU-

ITOKATHEMUS

* HP nabarooanuce monvko y NAYUEHMO8 C HeCaXapHulm OUabemon.

€TH
B Ta6JII/IHe IMPHUBEACHBI HP n YKazaHa 9aCcTO0Ta NX BO3HUKHOBCHHSA Ha OCHOBaHHHU

JAHHBIX, IOIY4EHHBIX B XOJ€ KJIMHMYeckoro uccnenoBanus (N=1923) u mpu
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HOCTpeI‘I/ICTpaIII/IOHHOM HpHMeHeHHI/I ﬂe‘Mnin(‘m/fnn I neuceHUus TrPhRI/TqHOT‘O

HOYHOTO dHype3a y JeTeH.

Cucmemno- Ouenp - Yacmo Heuacmo Peoxo Yacmoma ne
Op2aHHbLI yacmo YCMAHOBNEHA
_Kaace
Hapymenus Anadunaxrayec-
CO CTOPOHBI KM€ PeaKIuy
UMMYHHOHI
CHCTEMBI
Hapymenns . ['unonatpueMus
CO CTOPOHBI
oOMeHa Be-
LIECTB U ITH-
TaHUA
Hapymenns OmonumoHanb- | TpeBokHOCTh, |M3MeHeHHME — TO-
TICUXUKHA ‘ Has NabuiIb- | HOYHBIC KOII-  |BEAEHHUS, 3MOLH-
HOCTBb, Maphl, pe3kas | OHAJILHBIE pac-
IPOSIBJICHUE | CMEHa HacTpo- |CTPOHCTBA, Je-
arpeccuu eHUS Ipeccus, Talo-
HUHAI}AH, bec-
COHHMIIA
Hapymenus T"onosnas 6055 CoHnuBOCTD Hapymwenue BHE-
CO CTOPOHBI MaHHs. ICHXOMO-
HEpBHOM cH- ‘ TOpHas THIEpaK-
CTEMBI THBHOCTb,
CYIOPOTH
Hapymenus AprepuanbHas
CO CTOPOHBI : TCHIIEPTEH3MS
COCYIIOB
Hapymenus A HocoBoe  kpoBo-
CO CTOPOHBI ' TEUCHYE
JIBIXaTeNbHOR
CHCTEMB],
OpraHoB
TPYIHOH
KJIETKH U
CPEOOCTEHUS
Hapymenus . (boms B xe-
CO CTOPOHBI IyAKe, TOII-
KEITYLOUHO- HOTa, pBOTA,
KALIEYHOTO nyapest
TpaxTa
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 17.07.2024 N= 14589

Hapymenus S T A b e cianit
CO CTOPOHBI | BepMaTHT, KOXHasA
KOXXH ¥ IIOA- CBIIIb, YCUJICHHE
KOKHBIX : TIOTOOTACTIEHHUS,
TKaHe! KparuBHHULIA
Hapymierus Hapymenue
CO CTOPOHBI ' hyHKIHT
TIOYeK U MO- MOYEBOT'O
YEeBBIBOASAIIUX | my3bIp4,
nyTen HapyILIEeHHUE,

MOYEBBIBE-

JCHUA
Obmue pac- Ilepudepu- Paznpaxu-
CTpOHCTBA U YecKHe OTEKH, | TeNTLHOCTh
HapymeHus B YyBCTBO
MecTe  BBe- : yCTaJIOCTH
NEHUs! ’

Brumanue! ]lecMomnpeccHH MOXXET OKa3bIBaTh AHTUAMYPETUYECKOE IEHCTBHE.
IIpuem mpemapata Hoypem® Oxcmpecc, 63 OIHOBPEMEHHOIO orpaHquHm
IIpreMa >KUJKOCTH MOXXET IPUBOMUTE K 3alepXKKe JXHUIKOCTH B OpraHU3ME,
COIPOBOXIAIOWIENCST THIIOHATPUEMHUEH, IPOSBISIOIIEIicS TOMOBHOM 0o0IbloO,
GONBI0 B OKHBOTE, TOLIHOTOH, pBOTOM, IOBBIEHMEM MAacChl  Telna,
ron0B6pr>KeHHeM, CIyTaHHOCTBIO CO3HAHMs, HEIOMOraHMEM M, B TSDKEIBIX
cllydasik, MOXeT TPHBECTH K CynoporaM, OTeKy Mo3ra u Kome. B dacTHOCTH,
HanboJiee BBICOK PHCK pa3sBUTHS BBIIIENEPEYUCICHHBIX OCIOXHEHUH y HeTeld B
BO3pacTe 0 1 roja Wid y HOXKWIBIX NallMeHToB (cTapie 65 JeT), B 3aBUCUMOCTH
OT OOIIero COCTOSHMSA 370pOBbs. llpHM Il€e4eHWH HOKTypHH Yy B3POCIBIX
TUIIOHATPUEMHUS Yallle pa3BUBAETCA B Hayajle IIpUeMa Ipenapara HIH IIpH
YBENWYEHWU M03bl. I'unoHatpuemus obOpatuma. [Ipu nprueme necMonpeccuHa
HeoOXO0IUMO KOHTPOJIIPOBATE BOJIHO-3JIEKTPOJIUTHEIN OanaHc.

Ilpy neyeHMM BO3MOXXHO pa3BUTHE apTEPUANBHONM THMIIEPTEH3UM BCIEICTBUE
3aJIePKKU XKHUIKOCTU. Y IallUeHTOB C HIIEeMUYecKol OOJIe3HBI0 cepla BO3MOXKHO

Pa3BUTHE CTCHOKApIUH.

11



Ecnu mo6ble U3 yKa3aHHBIX B HHCTPYKI]

moGrie npyrue HP, He yka3aHHBIE B MHCTPYKIMH, CO00IIHTE 00 3TOM Bpadvy.

Ilepeno3upoBka

Cumnmomuol nepeao3upoeku

CuMnToMEL Hepeﬂ;OSI/IPOBKI/I MOIYT BO3HHKHYTb B Cly4ae IpHMEHEHHS
AeCMOIIPeCCHHa B CIHIIKOM BLICOKdI‘x’I JI03€ KM TIPH 9Ipe3MEpHOM IOTpeOIIeHuH
XKUITKOCTH OJIHOBPEMEHHO HIIM BCKOPE IIOCIIE IIPHeMa IeCMOIPEeCCHHA.

CHMIOTOMEI ﬁepeJIOSHPOBKHZ ‘YBEIIMYEHUE MACCBl Teja BcﬁenCTBHe 3a7EPKKHA
XHUIKOCTH, TOJIOBHAsS 00Jb, TOIIHOTA, B TSKENBIX CIydasx — THUIEpruapaTalus
(BoOgHass MHTOKCHKAIMSI), COIPOBOXKIAIOIIAsICS ‘cynoporaMH-, CITyTaHHOCTBIO AIA
[IoTepeil CO3HaHUSI. |

IMepenosnpoBKa MOXET HAOIIOMAaThCS y JeTeld B paHHEM BO3pPAcTe B CBS3W C
HEJOCTaTOYHO THIATEIHHBIM II0A00POM T03bI.

Jeuenue

B cirydae mepeio3upoBKY, B 3aBUCUMOCTH OT CTEIIEHH €€ BRIPaKEHHOCTH, CICAYET
YMEHBIIUTE 03y IIperapara, YBEJIMYHWTh BpeMs MEXAY NpHEeMOM Iiperapara B
TEUEHUE [HA WM IpPEeKpaTUTh IpueM Ipenapara. [Ipy momospeHnu Ha OTeK
TOJTOBHOTO MO3ra HEeoOXOMMA HeMEINEHHAs TOCIHTAIM3AIMS B OTHCICHHE
peanumanuu. Ilpu ITOSBEHAY cyzopor Tpe6yeTc;1 HEMEIJICHHOE npOBé)leﬁne
- IHTeHCUBHOH Teparwu. CrenupuyecKuif aHTHIOT TeCMONPECCHHA HE M3BECTEH.
Jist MHAYKUME JEype3a  BO3MOXHO anMeHéHHe IUYPETUKOB, TaKUX Kak
dbypocemusi, ¢ OHOBPEMEHHEIM KOHTPOIEM COJIEPXKAHHS DIEKTPOIUTOB B TIasMe
KPOBH.

BsanMmopeiicTBHe ¢ APYIHMH JIEeKapCTBEHHBIMH CpeICTBAMMU

IIpy OJHOBpEMEHHOM IIPUMEHEHHH KIOQHOpaT, HHIOMETALUMH W IPYTHUE
HECTEPOMIHBIE NIPOTUBOBOCHAIUTEIHHbIE npenépaTBI (HIIBII), TpUIHKIAIECKHE
‘AHTHJIEIPECCAHTEL, CeJIeKTUBHbIE UHIMOUTOPE! O0paTHOTO 3axBaTa cepoinHHa,'
XJIOPIIPOMa3sHH, XJIOPIPONaMus], KapOGaMasells U Jpyrie MPeNapaThl, CIoCOOHbIe

BbI3BaTh CHHAPOM HEaJICKBaTHOM CGKpCHHPI AHTHIRYPECTUIECKOIr0 ropMoOHa, MOryT
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[Bxogawpi M3 N24232830

YCHIUBATh aHTHAMYPETUUECKHH 3hde
TIOBEIIIEHUIO pHCKa 3a/IePHKKHU KHUKOCTH M IMIOHaTpHeMuH. [Ipy onHOBpeMeHHOM
npueMe IECMOIPECCHHA C  BEHIIICYKa3aHHBIMH ~ IIperapaTaMd  HEOOXOIMMO
TIIATEHHO KOHTPOJIMPOBAThH apTepralbHOe IaBieHHe, KOHIICHTPAIMI0 HATPUs B
IuTa3Me KpoBU M 06BEM MOYH.

IIpn npuMeHeHHM AEeCMOIIpecCHHa C JIOIePaMHUIOM BO3MOIKHO TPOEKpaTHOE
| [OBbIIEHHE 'KOHIIEHTpaIM¥l JECMOIPECCHHa B IUIa3Me, YTO CYIIECTBEHHO
TIOBBINIAET PHCK 3a/IePIKKH XKHIKOCTH H BO3SHUKHOBEHHE MHIIOHATPUEMHUH.

ECTb BepOSsITHOCTb, UTO APYTHE MPENapaThl, NOHIKAIONHE TOHYC U MOTOPHKY
IJIaIKOM MYyCKYJIaTyphl KHIIEIHHKa, MOTYT 00J1aiaTh CXOAHBIM 3 dexToM.
OpHOBpEMEHHEBIN TIpHEM C OKCHTOLMHOM MOXET IIOBBICUTH aHTHIHYPETHIECKOe
JeHCTBHE JIECMOIIPECCHHA M CHU3UTH MATOYHYIO TIEpQy3HIO.

IIpu onmHOBpeMEHHOM IIPUMEHEHMM IECMOIpPECCHMHA C BBIIIEIIEPEYHCICHHBIMY
IpernapaTamMy Ui npO(anaKTHKH - pa3sBUTHSA I‘I/II'IOHanI/IéMI/II/I HE00X0ANMO
TIATETBHO KOHTPOJHPOBATh apTepHaTIbHOE JaBjeHHE, KOHIEHTPAIMI0 HATpUS B
IUIa3Me KpOBH H 00BEM MOYH.

ﬁpHéM rIIHOeHKIaMI/Ia ¥ [IPENapaToB JIUTH MOXKET CHU3UTH aHTHINYPETHIECKUI
addexT gecmonpeccruHa.

BzaumogeticTeue ¢ neKapCTBeHHLIMH CpelCTBaMH, MeTabOoIM3UPYIOIUMUC B
MeYCHH, ManoBepbﬂTHo, MIOCKOJIBKY JECMOIIPECCHH HE OKa3bIBaeT CYIIECTBEHHOTO
BIMSHMS Ha NEYCHOYHBIH MeTabOoNM3M COLIACHO pe3yJibTaTaM HCCIIeIOBaHUS

MUKPOCOM N€UEHHU in vitro. MccienoBanus in vivo He IPOBOAUIIUCE.

OcoOnle yxazanus |

Bo m3bexanue passutus HP ciexyer B 00s3aTeNbHOM ITOPSAKE OTPAHUIUTH IO
MHHEMYMa TIpHeM JKHIKOCTH 3a 1 U 10 NPHMEHEHHs U B TeUeHHe 8 9 mocire
IpUMEHEHMs Ipelapara y NALHeHTOB C IIePBUYHBIM HOYHBIM SHYPE30M.
Hecobmonenue mpaBun npﬁema IpernapaTa MOXKET CTaTh NPUYUHOM 3aJepiKKU
KMIKOCTH B OPTaHH3ME H/WIIM THUIOHATPHEMHY, KOTOPEIE MOTYT HPOSBIATHCS
CJIeI[yIOHlHMI/I‘ CHMIITOMAaMU: TOJIOBHas 0O0JIb, TOJIOBOKPYXKEHHE, TOIIHOTA, PBOTa,

YBEJIAYEHUE MacChl Tella, B TAKEIBIX CIydasX - OTEK MO3ra, CyJOpOrd H KOoMa.
' 13




COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 17.07.2024 N= 14583

[Bxogawmi M3 N2428288

Be30IacHoCTh npenapara Ipy UIATENb
HE HCCIIeIOBaNAaCk.

Jiss AUarHOCTHKY HOYHOU INOJMYpUM Y TAllMEHTOB C HOKTYpHMEH 3a 2 OHsS 10
Hayaja JeYeHns HeoOXOMUMO CIIEUTH 328 YACTOTOH M 00BEeMOM MOYEBHIBEICHHUS.
VBenwueHrne ModyeoOpa3oBaHHs B HOYHOE BpeMsd, IPEBBINIAIONIEe €MKOCTh
MOYEBOT'0 ITy3BIpsS MM IpeBblmaromiee 1/3 uHacTe CyTOuHOro obbeMa MOYH,
paccMaTpuBaeTCs KaKk HOUHasl OJIUYPHSL.

[lpu mIpueMe aeCMOIpEcCHHa Ui JIeYeHHs HOYHOTO SHype3a HaOIIoJaluch
CJlyday oTeKa Mo3Ta M CyJOpOT Y 3JOpOBBIX JieTel u noapocTkoB. Ha ocHoBaHMH
JIOCTYIIHOM MH(GOPMAIX MOXHO CHEeNaTh 3aKII0YeHUe, 9T0 Hanbosee BBICOK PHCK
PasBUTHS OTEKa MO3Ta ¥ CyJIOpOT B IEPBYIO HEAENIO IpyeMa IIpernapara.
HaunGomnee wacTto rumoHaTpueMys BO3HUKAET y IAIlMEHTOB HOKHTIOTO BO3pacTa
(crapie 65 51eT) ¥ y HalMeHTOB ¢ UCXOAHO HU3KOH KOHIEHTpaled HaTpusl.
JUTUTEeNbHOCTE AeHCTBUS Mpenapara BO3pacTaeT ¢ IOBBIIIEHHEM J03bI, IPUBOII K
POCTy pHCKa pa3BUTHSA I'MIIOHATpUEMHUH. [1OBhIIIEHHE NO3BI JOJDKHO IPOBOAUTHC
¢ GOTIBLITON OCTOPOIKHOCTHIO.

[Ipenapar Hoypem® Dkcmpecc HEOOXOIMMO IPUMEHSTH C OCTOPOXXHOCTBIO Y
IAIHEHTOB C XPOHHYECKOU IMOYEYHOM HEeIOCTaTOYHOCTBIO, (GUOPO30M MOYEBOIO
IIy3bIpsi, MYKOBHCLHZO30M, HIIIEMHUECKON OOJIE3HBIO CEpANa, apTEepHalbHOM
FHHepTéHSHeﬁ, C IOTEHITMAIGHBEIM PHCKOM IOBBIIIEHUS BHYTPHYEDPEIHOTO
IaBIICHUS; HapyIIeHHeM BOJHO-3JEKTPONUTHOTO OanaHca; y nauHeHToia C PUCKOM
pa3BUTHsA TpOMOO30B; IpH OEpPEMEHHOCTH, B T.4. Trecto3ax Il I1OJOBHHEI
OepemMeHHOCTH (MPESKIAMIICHs); Y TAIMEHTOB IOXWIOro Bo3pacTa (crapme 65
JeT) UpW INpUMEHEHWH IS JIeYeHWs HecaxapHoro nauabera. Ilepen Hagamom
npHeMa npenaparta (i yepe3 3 IHS MOCHe Hauyajla IpUeMa WK yBEIUYeHHs JJ03bl)
HalreHTaM crapme 65 JeT HeoOXOOuMO OIpeAessTh KOHIEHTPAIHIO .HanI/IH B
IUIa3Me KpoBH. [Ip¥ BO3HUKHOBEHMM TI'OJIOBHOH OOJNH W/WIK TOIIHOTH IpUEM
mpernapara ciefyeT IPeKpaTUTh.

VY manueHToB C apTepHalbHOW THIlepTeH3WeH WM XPOHMYECKUM 3a0oieBaHHMEM

IIO4YCK BO3MOXHO pPasBATUEC CHMIITOMOB, YKa3aHHBIX B pa:mene «ITobognoE
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COOTBETCTBYET SKCMEPTHOMY OTHETY
ot 17.07.2024 Ne 14589

[Bxogawwi M3 N24282830

neictBue». (Ocobyro OCTOPOXXHOCTH

npenapara Hoypem® Dkcrpece y feTell ¥ MOXHUIBIX HAIEHTOB WX IALMEHTOB C

PUCKOM HOBBIIICHUsS BHYTPHUUEPENTHOTO [aBlEHUS, CTapasch IPEeIOTBPATUTh

3aJIEPXKKY KHUIKOCTH B OpraHu3Me.

Hapymrenre peXxuMa IIpHeMa IperapaTa MOXET BBI3BATH 3aACPXKKY XKHIKOCTH B

OpraHu3Me W pa3BUTHE TMITOHATPHUEMHUH.

[TareHTs! 4, IpH NpUMEHEHUH IpernapaTa y AeTed, X POIUTENH IOJUKHBI OBITH

porHGOPMHUPOBaHEl 0 HEOOXOAMMOCTH OTPAHUYMUTE NOTpebiieHHe XUIKOCTH U

IPEKpaTUTh TNpPHEeM JeCMOIPECCHHa B CIydae pPBOTHI, AWAPEH, CHUCTEMHBIX

WHOEKIIMOHHBIX 3a00JleBaHUM W IIOBBIIICHHS TEMIIEPATYPHl, U He BO30OHOBIATH

IIPUEM BILIOTH J0 HOPMAJIM3AIMH BOTHO-3JIEKTPOIUTHOTO Oaanca.

JIns CHIDKEHHS DPHMCKA DAa3BUTHS THIOHATPUEMHMH WM 3aJEpXKKH O KHIKOCTH

HEOOGXOHMO YMEHBIIATh [IOTPEGIEH e KIIKOCTH B CISAYIOMHK CIIydasX:

« TIpU TpHUeMe neKapCTBéHHLIX IpenapaToB, NPUBOIAIIAX K CHHAPOMY
Hea/leKBaTHOH MNPOIYKIMH aHTHIUYPETHUYECKOr0 TOpMOHa (TPHLIMKINYECKHE
AHTHIENIPECCAHTHI, CEJIEKTUBHBIE HHTHOUTOPEI 00paTHOI'O 3aXBaTa CEPOTOHUHA,
xnopnpOMamH, XJIOPIIPOTIaMHU[T ¥ KapOaMazeIuH),

 npu conyTcTByromeM npumenennu HIIBIL

B xoze neuenus ciielyeT KOHTPOJIUPOBATE M3MEHEHHE MacCh Teja.

[lepen npuMeHeHHEM Ipemapara CIEAYyeT UCKIIOUUTH OPTaHUYECKHE IPHIMHELI

IOJIMYpHUH, YBENUUEHMS 00beMa MOYHM WIH HOKTYPHH, BKIFOUYas THIIEPILIA3UIO

IPEACTATEIbHON JKele3bl, MHQEKIMH MOYEBBIBOAAIIMX ITyTeH, HedpoiuTHas,

OITyXOJI MOYEBOrO ITy3HIPs, HapylleHHe paGoTHl COUHKTEpa MOYEBOTO ITy3bIpS,

NOJHUAUIICHIO WK HapyIIeHue TIHKEeMUYeCKOro KOHTPOJIS IIPU caxapHOM aualdere,

a IIpU HaJTHIHH Bmmenepeqncneﬁnmx 3a00JIeBaHN TPOBECTH COOTBETCTBYIOLIEE

JIeUeHYE.

Ilepen nasamoMm nedeHHs HEOOXOAMMO IIPOBECTH TEPAINTHIO HEIOCTATOYHOCTH

(QYHKIMK KOPHI HAAMIOYEYHAKOB MM IIUTOBHIHOM JKeIe3kl.

Bansinue Ha cmocoOHOCTH yYaopaBJICHHSI TPAaHCHOPTHBIMH CpeacTBaMU H

MEXaHH3IMaMH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.07.2024 N= 14583
| Bxopawmi M3 N=4282880

B nacrosmiee BpeMs OaHHBIC O BO3l !
A, CIIOCOOHOCTD YIpaBIATE TPAHCIIOPTHBIMHU CPEACTBAMH U pa60Ty ¢ ME€XaHM3MaMH
OTCYTCTBYIOT. Tem =He MEHEe, IIPHUMECHCHHC IIpeliapara MOXET IIPHBECTH K
Pa3BUTHIO TaKUX HEXECIIATCIIbHBIX peaKHHﬁ, KaK T'OJIOBOKPYXCHHE, I'OJIOBHA 60JIB,
KOTOpPEBIC MOTYT OTPpHIATCIIEHO BJIIMATH Ha CIIOCOOHOCTH YIpaBIATb
TPaHCIOPTHBRIMHA CPEACTBAMU KM BBIINOJNHATH IIOTCHIMAIbHO OIIaCHBIC BHBI
OCeATCJIPHOCTH, Tpe6}donme ITOBBIUTIEHHOU KOHIICHTpalli BHUMaHUA U 6BICTpOTBI
IICUXOMOTOPHBIX peaKHHﬁ. 'PCKOMCHIL}’CTCSI CO6HIOII8.TB OCTOPOXXHOCTH IIPH

YIIPaBJIEHUH TPAHCIIOPTHBIME CPECTBAMHU WX paboTe ¢ MeXaHU3MaMHu.

®opma BbIIyCKa

Tab6nerky noaba3prgnsle, 60 Mkr, 120 Mkr, 240 MKT.

ITo 10 mmm 30 Tabnerok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IUICHKH
nonuBrHMIXIopHaHoM win wienkn [IBX/TIBJX, win IIBX/IIXT®O u donsru
QIFOMUHIEBOH IIEYaTHON TaKHPOBAHHOM.

ITo 1, 3 KOHTYpHBIX SYEHKOBBIX YIIAKOBKM BMECT€ C MHCTPYKIMEH II0

IIPUMEHCHUIO [TOMEIIAIOT B ITIa4YKy U3 KapTOHA.

YcioBusi XxpaHeHus
ITpu Temmeparype He Bbime 25 °C BO BTOPUYHOH yrakoBKe (T1auke KapTOHHOM).

XpaHUTh B HEOCTYITHOM Ul AETEH MeCTe.

Cpok roanoctu
2 ropa.

He NPUMECHATH I10 UCTEUEHUU CpOKa I'OAHOCTH.

YcaoBus ornycka

OTmycKaroT 1o pelenTy.

Baaaenen perncrpannoHHOro yaocroBepeHusi/Oprauusanusi, NpHHAMAKOMAs
npeTeH3uH NoTpeGuTeIeH:

3A0 «KanoHpapma mpojakie», Poceus

141100, MockoBckas 06u1., T. Illenxoso, yi. 3apeunas, 1. 105.

Ten.: +7 (495) 797-99-54.
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COOTBETCTBYET KCNEPTHOMY OTUYETY
ot 17.07.2024 N= 14583

(Bxon M3 N=428 )

DneKTpOHHBIH anpec: safety@canonpharma.ru oA 282880

Ionyuums OononHumenvHevle OanHble O npenapame, HaANPAsumMv NPEMeEH3Ur Ha
e2o kauecmeo, 6e30nacHocms, COOOWUMb O HeHCeNameNbHblX NeKapPCMEEHHbIX
peakyusx modcHo no menegpory: +7 (800) 700-59-99 (6ecninatHas nuHuA 24 yaca)
WK Ha caiite www.canonpharma.ru B pasaene «[lonmuTtuka B 061acT Ka4yecTBay -
«be30macHOCTh MpenapaToBy.

IIponsBoauTeb

3A0 «KaHoHpapma npogaKIH»

IIpon3BoaCTBO roTOBOM JieKapCTBEHHOH (OPMbI:

MockoBckas 0011, r.0. II[énkoBo, r. I1[énkoBo, yi. 3apeuynas, ctp. 1055, k. 12
IlepBrHuHasi ynakoBKa:

MockoBckas 0611., r.0. IllénkoBo, r. II[énkoBo, yn. 3apeunas, ctp. 1055, k. 12
Bropuunas (morpebuTe/ibckas) ynaKkoBKa:

MockoBckas 0611., T.0. I1[énkoBo, r. I1{énkoBo, yi. 3apeunas, ctp. 1055, k. 12;
MockoBckas 0611, T.0. Il[énkoBo, r. I1[€nkoBo, yi. 3apeuynas, ctp. 1055, k. 1
Boinyckaomuii KOHTPoJIb KayecTBa:

MockoBckas 06i1., r.0. IllénkoBo, r. I1[énkoBo, yin. 3apeunas, ctp. 105b, k. 11
Ten.: +7 (495) 797-99-54.

www.canonpharma.ru

IIpencraBurens

3A0 «KanoH(papma TpoAAKIIH» [Tusitikuna T. A.
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