COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.08.2025 N= 20964

(NMOCNEOOBATENEHOCTE 0021)

OBHIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O ITPEITAPATA

[IpomtoTeke, 25 Mr, pacTBOp AJis MOAKONKHOTO BBEICHUS

2. KAYECTBEHHBIN 1 KOJJMYECTBEHHBII COCTAB

JelicTBy1ol1iee BEIIECTBO: MPOreCTEPOH.

Kaxnpiit ¢nakon (1,112 mun) comepkut 25 Mr mporecTepoHa MHUKPOHHU3MPOBAHHOIO
(TeopeTnueckasi KOHIEHTpauus 22,48 Mr/min).

BcenomoratenbHble BeliecTBa, COAEpKAHME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBe
JIEKapCTBEHHOTO MpernapaTa: HaTpuii (cM. pasaen 4.4.).

ITonnprit NEpCUCHL BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCACH B pa3JCiIic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
PacTBOp 111 MOJKOXKHOTO BBEICHUS.

[Ipo3paunblii 6ecLBETHBII UM KEITOBATHIA PACTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3anus K NpUMEHEHUIO

[Ipenapar I[IponroTekc Moka3aH K NPUMEHEHUIO Yy B3pOCIBIX MalMEHTOK (= 18 mert) ¢
OecrutogneM Ui MOAJEPXKAaHUS JIOTEMHOBOU (Da3bl MpU MPOBEICHUN BCIIOMOTATEIBHBIX
penpoaykTuBHbIX TexHojoruil (BPT), B ciiyyae HemepeHOCHMOCTH MM HEBO3MOKHOCTH

MPUMCHCHHA MHTPABAI'MHAJIbHBIX IIPCIIapaTOB, COACPIKAIUX ITPOTCCTCPOH.

4.2. Pesxum 103MpOBaHNs U €C1IOCO0 NPUMEHEHUs!
Jleuenne mnpenaparoM IIpomroTekc NOMKHO MPOBOAUTHCS IOJA HAOIIOACHUEM Bpaya,
MMEIOILET0 OIBIT JIEYEHUsI OECIUIOANS.

Pexxum go3upoBaHus

[Ipenapar IIpontorekc mpumensieTcs B 103€ 25 Mr 1 pa3 B CyTKH €KeITHEBHO €O JTHS 3a00pa

STTICKJIETKU 1 710 12-1 HeJeu MoATBEPKACHHOU OepeMEHHOCTH.



ot 22.08.2025 N= 20964

(NMOCNEOOBATENEHOCTE 0021)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Oco0ble rpyInbl MALUEHTOK

Tayuenmxu nodxxcunozo 6o3pacma
Knunudeckrne naHHble TO MPUMEHEHUIO TMpernapara y MAlUMeHTOK B BO3pacTe cTapiie
65 gner orcyrcTByroT. Ilokazanusa K mnpuMeHeHuro npenapara Ilpomtorexkc B
MOCTMEHONAaY3aJIbHOM NEPUO/JIE OTCYTCTBYIOT.
Tayuenmxku ¢ HapyweHuem @yHKYuU neveHu u no4ex
OTtcyTcTBYeT ONBIT NMpUMEHeHHs mpenapaTta [IpoiroTekc y MalMeHTOK ¢ HapylleHHeM
byHKIMM niedeHu wiu nodek. OJHAKO MMEIOTCS JaHHBIE O 3aMeJIEHUU MeTaboimn3ma
IIPOreCTEpOHA IIPU NIEYEHOYHON HEJOCTATOYHOCTH.

eTu
beszonachocts 1 3¢ hexkTuBHOCTS Mpenapata [IpomtoTeke y nereit v mogpoCTKOB B BO3pacTe
1o 18 ner He ycraHoBineHsbl. [lokazanus k npumeHeHuto npenapara [Ipontorekc B 1aHHON
BO3pAacTHOM MOMYJIALIUUA OTCYTCTBYIOT.

Crrocob nnpuMeHeHUs

IMTonxoxHo.
PactBOp npenHa3HaueH TOIBKO ISl OJHOKPATHOIO IIPUMEHEHMSL.
PactBop He cieryeT BBOOUTD, €CIIM OH COAEPKUT YACTHULIBI WIIM €r0 I[BET U3MEHEH.
Jl1st yMeHbIIeHUsI MECTHOTO MOBPEXK/IEHUS TKaHEeW Mpernapar cieAyeT BBOJUTh MEAJIEHHO
noj yriaom oT 45° 1o 90°.
Wubeknusa npenapaTa Takke MOXKET OBITh BBIIOJHEHA MAllMEHTKOM CaMOCTOATENbHO. B
3TOM Cllydae BaXKHO, YTOOBI MAaIMEHTKa OblJla TPOMHCTPYKTHPOBAaHA M TMOAPOOHO
O3HaKOMJIeHa ¢ mpouenypoil. IlepBoe camocTosTenbHOE BBEAEHHE IpernapaTa JOJIAKHO
BBIMIOJHATHCS TOJl HaOmroJeHueM Jedaimero Bpauda. [Ipemapar IIpomiorekc BBOAAT
MOJAKOXHO (TI0JT KOXKY JKMBOTA).
Hucmpykyus no nooKoiHcHOMY 66€0€HUI0 npenapama
I) MMoaroroBka
TaTeabHO BBIMOWTE PYKH.
Paznoxwure cienyromue NpeAMEThl Ha YUCTOM MOBEPXHOCTH (OHU HE BXOJAT B KOMILIEKT
ynakoBKu npemnapara [Ipomtorekc):
e | mmpwur (0ObIYHO OJTHOPA30BbIi MIPUI] 00beMOM 2 WK 3 MIT);
e | GonbIuas uria i Habopa pactBopa (00b14HO urna 21G);
e | ManeHbKas TOHKas Wrja IS TMOJKOXHOTO BBeneHus (0O0bruHO uria 27G ¢ cepou

KaHIoJeh);



ot 22.08.2025 N= 20964

(NMOCNEOOBATENEHOCTE 0021)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

e 2 CIIUPTOBBIE CATIPETKHU.

1.

IT) BBenenue

9.

1. CHMMHTE MJIACTUKOBYIO KPBILIIKY C (IaKoHa.

2. IlponesuHpunupyiite pe3UHOBYIO MPOOKY MO HEH CHHPTOBOM
canderkoi. He mpukacaiitech K mpoOKe pyKaMH U CICAUTE 32 TEM,
YTOOBI MPOOKA HE COMPHKACcaIach C APYTUMH MOBEPXHOCTSAMHU.

3. Hanenpre Oombinyro uriny (Wriay Juis HaOopa mperapara) Ha
ITyCTOM IIIMPHUI] U CHUMUTE 3aIIUTHBIM KOJIMauOK C UIJIbL.

4. BBenuTe urily BEpTUKaJIbHO Y€pe3 cepeluHy NpoOKH (haakoHa.
5. MeieHHO NOTSHUTE 3a MOPUIEHb, YTOOBI HAOPATh B ILIIPULL BECh
pacTBop.

6. BbiOpocsTe uriy, KOTOPYIO Bbl HCIIOJIb30BaJM, AJIsi Habopa
pacTBOpa U 3aMEHUTE €€ TOHKOM UIJION JUIS MOAKOKHOTO BBEACHHUS.
[losnoxxure 3amoJHEHHBIM ILIPHUI] HA YUCTYIO IOBEpXHOCTh. He
HA)KMMAWTE HA MOPLIEHb.

7. Beibepure mMecTo Ha XKUBOTE. [[s KaXq0i HOBOW HMHBEKIIUU
clleZlyeT BbIOUpATh Pa3HbIE MECTA.

8. Ilponesundunupyite KoKy CIUPTOBON candeTkoil B paauyce

4-5 cM OT MecTa, Ky/1a JOJHKHO ObITh BBEJICH ITpenapar.

9. IlpoBepka 0e30MacHOCTH: CIIEyeT YNalUTh BCE Iy3bIPbKHU
BO3/yXa. Jlepkute mIpuil BEpTUKAIBHO M, OCTOPOKHO MOCTYKHBasI
M0 IINPHIY, JAaiTe BO3AYLIHBIM ITy3bIpbKaM IOJHATHCS HaBEpX,
3aTeM MeEJJIEHHO Ha)XMMaWTe Ha TMOpLIeHb IINpHIA, IOKa W3
KOHYMKA UTJIBl HE TTOSIBUTCS KaTLIS.

10. CunmpHO COXMHTE KOXY, CJerKa NPUIOJHSB €€, U MEJIEHHO
BBEJIUTE Uy NIOJ KOXKY IO yriioM oT 45° o 90°.

11.Y10061 yOenuTbesi, YTO wuUria ObUIa BBEAEHA MPABUIIBHO,
nmonpoOyHTe MEIJICHHO MOTSAHYTh IMOPIIeHb mmpuiia. Ecou uria
HAaXOJUTCsl B MPABUIBHOM IOJIOKEHUH, MOPIIEHb MOKHO OTBECTH
Ha3aJ TOJBKO C HEKOTOPhIM ycwiueM. Eciu B mINpHIl HOCTymaeT
KpOBb, O3TO O3HA4YaeT, 4YTO MHIJIa IPOKOJIONA MAaJCHbKUIl
KPOBEHOCHBIN cocyl. Ecnu 310 nmpoun3onuio, Bel JOKHBI U3BIICYb

Uriay, [OpoAe3uH(UUIUpoOBaTH  MECTO  NPOKOJa  CIHUPTOBOM
3



ot 22.08.2025 N2 20964

(NMOCNEOOBATENEHOCTE 0021)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

candeTkoi, BbIOPOCUTH WLy, WINpULl U (JIAKOH U IMOBTOPUTH
BBILIEYKA3aHHYI0 MpOLENypy C HOBBIM (MIAKOHOM Ipenapara

HpOHIOTCKC 1 HOBBIM CTCPHUJIbHBIM IIITPULICM.

12. KOI‘I[a HIJjia HaXO0UTCA B IIPAaBUJIBHOM IIOJIOKCHHUH, BBEAUTC BCC
COACPKUMOC MIIpuIa, OCTOPOXKXKHO W PABHOMCPHO HaJdaBJIMBas Ha

HOpPIICHbD.

13. 3aTeM  BBITAIIUTE  WINIy  OJAHUM  JBHDKCHUEM U
npoae3uHGUIUpyiTe MecTo HHBEKIMH. OCTOPOXKHBIA Maccax

MeCTa UHBEKIMU MOKET IIOMOYb IIperapaTy NPOHUKHYTh B TKAHb.

14. Ytunuzupyite (prakoH, WIIbl ¥ IIIPHUI] B COOTBETCTBUU C
yKa3aHUAMHU Bpadya. XpaHUTE HCIOIb30BAHHBIA MaTepuail B

HCAOCTYITHOM JJIA JIeTe MecTe.

4.3. IIpoTuBONOKA3aHUS

['unepuyBCTBUTENBHOCTD K MPOT€CTEPOHY M/UJIH K JIFOOOMY M3 BCIIOMOTAaTEIbHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pasnene 6.1.;

HECOCTOSIBUIMICST BBIKUABIII, HEMOJHbIA abopT, 3KTONHUYecKas (BHEMAaTOYHas)
OEpEeMEHHOCTb;

TpoMOO3 TIyOOKMX BEeH, TpoMOo3MOoiMyecKkue HapyueHus (TpoMO603MOomus
JIETOYHOMN apTepuu, HH(PAPKT MUOKAPAA, HHCYJIBT);

TpoMOODIEOuT;

BHYTPHUYEPEITHOE KPOBOU3IHUSIHHE MM HAIMYHE TAaHHBIX COCTOSIHUII/3a001eBaHuil B
aHaMHe3e;

JUarHOCTHUPOBAHHBIE 3JI0OKAYECTBEHHbIE HOBOOOpPA30BAaHUS MOJIOYHOM IKeJe3bl
W/WIIN TIOJIOBBIX OPraHoB;

KPOBOTEUYEHHE U3 MOJIOBBIX MyTeW HESICHOTO reHe3a;

TsDKeIble 3a00JIeBaHuUs NI€YEHH (B TOM YMCIIE XOJECTaTUYECKas KeNTyXa, FenaTur,
cuHpomsl Jlabuna-/[oHcoHa, PoTopa, 3710KadecTBEHHBbIE OMYXOJIM MEYEHH) B

HACTOAIICC BPCMA UJIM B aHAMHC3C,

nophupus;
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(NMOCNEOOBATENEHOCTE 0021)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

® HIHOIIATHYCCKAA KEJITyXa, TSDKEIIBIN 3yA UiIn recTalMOHHbBIN reprnec BO BpeMs

npenbIayIeld 6epeMeHHOCTH.

4.4. OcoOble yKka3aHUS U MepPbI NPEIOCTOPOKHOCTH NP NMPUMEHEHUHN

[lepen nauanom npumenenus npenapata I[IposoTekc manuMeHTKa U €e MapTHEP JOJKHBI
npoiitu o0cieoBaHME A YCTAaHOBJICHUS MPUYMH OCCTUIONUS W / WM OCIOXHEHUH
OEpEeMEHHOCTH.

[Ipu mosiBneHUH JOOOT0 M3 CIEAYIOIIUX CHUMITOMOB WM 3a00JIeBaHUN MPUMEHEHHE
npenaparta [Ipotorekce ciaenyer HeMeUIEHHO IPEKPaTUTh:

e g00ble MPHU3HAKA BEHO3HBIX WJIM apPTEPUAIBHBIX  TPOMOOIMOOINYECKUX
OCJIOXKHEHUH (HampuMep, 4YyBCTBO HAIpsDKEHHs, OOJb MM OTEYHOCTh B
KOHEYHOCTSX, 00JIb B TPY/IH, OJIBIIIKA);

e BIEPBbIC TUATHOCTUPOBAHHAS MUIPEHb, MM OOOCTPEHHE MUTPEHU, WU 4YacThble
HEOOBIUHO CUJIbHBIE T'OJIOBHBIE O0IIH;

e BHE3allHble HAPYIIEHUS BOCHPUATHA (HAIpUMEp, HApyIICHUS 3peHHs, clyxa,
CEHCOpHbBIE HAPYLICHHUS);

® [I0SIBJICHUE KPOBOM3JIMSIHUM B CETYATKY IJ1a3a UM OTEK JUCKA 3pPUTEIBLHOIO HEPBA;

® yYaIlIEHHUE CYJO0POKHBIX MPUCTYIIOB IPHU UJIETICUY;

¢ 3HAUMTEIbHOE MOBBIIICHHE aPTEPUATBHOTO JIaBIICHUS;

® OTKJIOHEHHUE TMoKa3aTenei PyHKIUU MeYeHH OT HOPMBI, XOJIeCTaTUYeCcKas KeNTyxa
WY TeHEePaI30BaHHBIN 3y1;

e cuibHas 00JIb B BEpXHEH YacTH KUBOTA WIH YBEIHMUCHUE TIEUCHHU.

[TonoBble  TOPMOHBI ~ MOTYT  TOBBIIATH  PUCK  BEHO3HBIX M apTepHUabHBIX
TPOMOOIMOOTMUECKUX OCIOKHEHUH (TaKUX Kak TpoMO03 TITyOOKHX BEH, TPOMOOIMOOIHS
JIETOYHOM apTepun, HHPAPKT MHOKap/1a, MHCYJILT, TPOMOO03 CETUATKH TJ1a3a). B cBs3M ¢ ueM
pUMEHEHUEe Tpernapara TpeOyeT COOMI0JeHUS Mep MPEeIOCTOPONKHOCTH Y MAIMEHTOK B
BO3pacTe crapuie 35 neT, KypsAlIMX M NalMeHTOK C (akTOpaMu pHUCKA Pa3BUTHUS
aTepockiiepo3a. [lareHTOK HEoO0XO0AWMO MPOMHCTPYKTUPOBATH O HEOOXOAUMOCTH
HEMEJIJICHHO OOpaTUThCA K Bpady C JIOOBIMH CHMITOMaMH TPOMOOIMOOTHIECKUX
OCIIO’)KHEHUH (HampuMmep, OOJIE3HEHHOCThI0O U OTEYHOCTHIO HIDKHMX KOHEYHOCTEH,

BHE3aITHOM OO0JIBIO B TPYIH, OJIBIIIKOM).



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.08.2025 N= 20964

(NMOCNEOOBATENEHOCTE 0021)

HeobOxomuM TIIATEBHBIA KOHTPOJL COCTOSIHHSI MAIMEHTOK C HAJIWMYUEM JICTIPECCHH B
aHaMHe3e, IMpU YXYAIIEHWH KIWHUYECKOW CUMITOMAaTHKH CIENyeT pacCMOTPETh
BO3MO’KHOCTh IIPEKpaIlleHHs IPUMEHEHUS ITpenapara.

Pe3koe mpekpaieHue Tepanud MPOreCTEPOHOM MOXKET NPHUBECTH K YBEIHMUYECHHUIO
OeCroKOICTBA W TMepernajgaM HAaCTPOCHHS, a TakKe K YBEJIMYCHUIO CKIOHHOCTH K
CyJ10pOraM.

Tak Kak NpPOrecTepoH MOKET BBI3bIBATH 3aJEPKKY KUIKOCTH, NMPUMEHSTH Ipernapar
[IpontoTekc y mannueHToK ¢ 3a00JIeBaHUSMHU H COCTOSTHUSIMH, KOTOPBIE MOTYT yCYTYOISThCS
IIPH 33JICPIKKE KUAKOCTU (HAPUMED, CEPIACTHO-COCYAUCThIC 3a00JIeBaHUs, XPOHUYECKAs
MOoYeYHass HEJIOCTAaTOYHOCTh, SIMJICIICHUS, MUTPEHb, OpOHXMalbHasg acTMma), TpeOyer
THIATETLHOTO MEIUIIUHCKOTO HAOIIOACHHUS.

B penkux cinyyasx mnpu OPUMEHEHUU NPENaparoB, COJEpKalIMX ITPOreCTEPOH,
HAOJIOTATMCh TOOPOKAYECTBCHHBIE U, B €IIe 00Jiee PEeIKUX CIydasX, 3JI0KaueCTBEHHBIC
OTIYXOJIM TIE€YEHH, KOTOPHIE MHOTIA IPUBOIMIN K ONTACHOMY JUTSI )KU3HH BHYTPHUOPIOIITHOMY
KpoBoTeueHuto. Eciu npu npumeHenun npemnapara [IponroTekc BO3ZHHUKAIOT kajloObl Ha
CWIbHYI0O OONb B BEpXHEW YaCTH JKMBOTA, YBEIWYCHHE TICUCHH WU MPHU3HAKU
BHYTPUOPIOIIHOTO KPOBOTeUeHUs, B NU(PepeHIINaNbHBIN TUAarHO3 CIeAyeT BKIIOYHUTH
OmyxoJib TieueHu. [Ipu IIUTENpHONU Tepamuu MPOrecCTEPOHOM HEOOXOIUMO PETYJISIPHO
MIPOBOAMUTH MEUIIMHCKUE OCMOTPHI (BKIIFOUas UcclieloBaHuEe (DYHKIIMU TIEUEHH ).
[IpuMenenue npenapara ciieyeT OCYIIECTBIATh C OCTOPOKHOCTHIO Y TAIIMEHTOK C JIETKOU
WJIY CPEHEN CTENEHBIO IEYEHOYHON HEJOCTATOYHOCTH.

Ha ¢one tepanum mporecTtepoHOM BO3MOXKHO CHIDKCHHE TOJEPAHTHOCTH K TIIFOKO3€ H
yBEJIMUYEHUE TOTPEOHOCTH B HMHCYJIMHE M JIPYTHMX THUIOINIMKEMHUYECKHX MpernapaTrax y
MAIMeHTOK C caxapHbIM auadbetoMm (cMm. pazmen 4.5). B mepuon mpuMeHeHus mpemnapara
[IpomtoTexc HEOOXOUMO TIIATETFHOE HAOJIOICHUE 32 TAKUMU MAIIHCHTKAMH.

BcnoMorarensHble BellecTBa

JlanHbIi Tpenapat cogepuT MeHee 1 Mmootk (23 mr) HaTpus Ha 1 ¢urakoH, TO €CTh 10 CYyTH

HC COACPIKUT HATPUA.

4.5. BzauMopaelcTBHe ¢ APYTMMH JIEKAPDCTBEHHBIMH IpenapaTaMu U JApyrue BHAbI
B3aNMOJAEHCTBUSA
HccnenoBaHuii  KIMHUYECKOTO B3aUMOAEHMCTBUS ¢ npenaparoM [Ipomtotekc He

IPOBOJIUIIOCH.



COOTBETCTBYET 3Ki
ot 22.08.2025 Ne 20964

(NMOCNEOOBATENEHOCTE 0021)

CMEPTHOMY OTYETY

Bimsaue APYIrux JICKAPCTBCHHBLIX CPEIACTB Ha d)aDMaKOKI/IHeTI/ILIGCKI/Iﬁ HDO(i)I/IJ'IB

mporecTeépoHa

[Ipenapatsl, KOTOpbIE HHAYLUPYIOT cucteMy nuroxpoma P450-3A4 nedeHu, MoOryt
YBEJIMUYUBATh KIMPEHC NIPOrECTEPOHA U TEM CaMbIM CHUXKATh €10 OMOAOCTYNHOCTh. K HUM
OTHOCSAT, Hampumep, OapOuTypartbl, KapOamazenuH, Qendamar, rpu3zeodyIbBUH,
oKkckapOazenuH, (eHoOapOuTan, QGEHUTOMH, TPUMHUIOH, pPHUGPAMIIUIINH, PHUTOHABHD,
TOMpaMaT M  Ipemnapartbl, coaepxawmue Hypericum  perforatum  (3BepoOoii
HPOJBIPSBICHHBIN).

HanpotuB, ogHOBpeMeHHOe NpuMeHEeHHe ¢ uHruouropamu (epmenta 3A4 cucrembl
nutoxpoma P450 (manpumep, HUTpaKoOHA30J0M, BOPUKOHA30JI0M, KIAPUTPOMUIIMHOM,
SPUTPOMHUIIMHOM) MOXKET 3aMeJIATh META00JIM3M IIPOreCTEPOHA B IIEUEHU U TEM CaMbIM
YBEJIMYUBATH €r0 OMOJOCTYITHOCTb.

Bausnue OporeCTCpoHa Ha d)aDMaKOKI/IHeTI/I‘ICCKI/Iﬁ HDOd)I/IJIb APYIrux JCKAPCTBCHHBIX

CpenIcTB

HpOFeCTaFeHH MOI'YyT I/IHFI/I6I/IpOBaTB MeTa00Iu3M IMUKJIOCIIOPpHHA. CJ'IC,I[OB&TCJ'II)HO, 9TO
MOZKET IMMPUBCCTHU K YBCIIMUYCHUIO KOHICHTPAIUU MUKIIOCIIOPUHA B INIA3ME KPOBH U pUCKaA
TOKCUYHOCTH.

HOCKOJ’IBKy MNPpOreCTCpOH MOKET BJIUATH HAa KOHICHTPAIUIO TJIOKO3blI B KPOBH, Y
MaOuCeHTOK C  CaXapHbIM ,I[I/Ia6eTOM MOXCT HOTpe6OBaTBCH KOPpCKOUA  OO3bI

TUITOTIIMKEMUYECKUX TpenapaToB (cM. pasnen 4.4).

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTb U JIAKTALMS

bepeMeHHOCTB

[Ipemapat [IpomoTekc NPUMEHSIOT Yy B3pPOCHBIX TMAIMEHTOK ¢ OecruiogueM Juis
MOJJIEpKaHusl  JIIOTEMHOBOW ¢a3bl Tpu  mpoBeneHun mpouenyp BPT B ciydae
HETIEPEHOCUMOCTH WJIM HEBO3MOXXHOCTH TMPUMEHEHHSI WHTPABardHAJIBHBIX IPENapaToB,
COJlepKallMX MPOrecTepoH, MakCUMalbHO a0 12 Hemenb OepemeHHOCTH. MMmerorcs
OTpaHUYEHHBbIE M HEOJAHO3HAUHBIE JAHHBIE O PUCKE BPOXKJICHHBIX AHOMAJMM, BKIIIOYAs
MMOPOKH PA3BUTHS TIOJOBBIX OPraHOB Yy HOBOPOXKICHHBIX MY)KCKOTO IOJia, Ha (oOHE
BHYTPUYTPOOHOTO BO3/ICUCTBHS MporectareHoB. [Ipu npumenennn npenapara [Ipomtorexc
BO BpeMsi 0EpEeMEHHOCTH CJIeIyeT yUYUThIBATh, YUTO HA OCHOBAHWHU UMEIOIINUXCS aKTyalbHbIX
JaHHBIX TI0 IPUMEHEHHIO IPOTeCTareHOB Ha PAaHHUX CPOKaX 0EpeMEHHOCTH, HEBO3MOKHO

IMMOJIHOCTBIO UCKIIIOYHUTH BOSHUKHOBCHUEC T'HIIOCIIAANN Y HOBOPOXKACHHBIX MY>KCKOI'O I1OJIA.

7



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.08.2025 N= 20964

(NMOCNEOOBATENEHOCTE 0021)

JlakTanms
[IporectepoH TpPOHHWKAET B TPYIHOE MOJIOKO, B CBs3u C uyeM mpemnapar I[Ipomrorexc

IMPOTHUBOIIOKA3aH B IEPUOA I'PyAHOTO BCKapMJIMBAHUS.

4.7. Bausinue Ha cOCOOHOCTH YNPABJISITH TPAHCHOPTHBIMHU CpeACTBAMH M padoTaTh
¢ MeXaHU3MaMHU

CoOTBeTCTBYIOIIME HCCIIEOBAHUS HE MNPOBOAMIMCH. [IporectepoH MOXKET BbI3BAaTh
COHJIMBOCTb W/MJM TOJIOBOKpYXeHue. Takum o00pa3oM, HalMEHThl JOJKHBI OBITh
OCBEJIOMJIEHBI O TOM, YTO IIpenapar BIUSET Ha CIOCOOHOCTb YIPABISATh TPAHCIOPTHBIMU

Cpe/ICTBaAMH.

4.8. He:xestaTeslbHbIE peaKIUu

Pesrome HDOd)I/IJIH 0€30IaCHOCTHU

Haubonee 4acThiMM HEXENATEIbHBIMH PEAKIUSAMH, KOTOpbIE pa3BUBAINUCH IpU
npuMeHeHuu npenapara IIpomoTekc B KIMHUYECKUX HMCCIEJOBAHUAX, ObUIM peaklUu B
MeCT€ BBEICHMS, KPOBOTEUEHUS U3 MOJIOBBIX IIyTEH U CIIA3MbI MBILILl MAaTKH.

PesroMme HexxenaTeabHbIX peaKIU

HexxenaTenpHble peakiuu, 3aperucTpUpOBaHHbIE B KITMHUYECKOM uccaeaoBanuu 111 ¢azer
npenapara [IpomtoTekc pacnpeneneHsl N0 CUCTEMHO-OPTaHHBIM KJIaccaM € yKa3aHUEM
4acTOThl UX BO3HUKHOBEHUs: o4yeHb yacTo (= 1/10), wacto (= 1/100 u < 1/10), Heuacto
(> 1/1000 u < 1/100), peaxo (> 1/10 000 u < 1/1000) u ouens peako (< 1/10 000).
Ilcuxuueckue napywienusa: neuacmo: U3MEHEHHUS] HACTPOCHUS.

Hapywenusa co cmopousl HepeHOll cucmempl: oueHb yacmo: roinoBHas 60ib (13,3 %);
Heyacmo: TOIOBOKPYKEHHUE, COHIUBOCTbD.

Kenyoouno-kuwieunvle HapywieHus: yacmo. B3AyTUE )KUBOTA, OOJIb B )KUBOTE, TOITHOTA,
pBOTa, 3aI10p.

Hapywienusa co cmoponul Kodcu u NOOKOHCHBIX MKAHell: Heyacmo: 3y]l, YK3aHTeMa.
Hapywenusa co cmoponst penpoOyKmugHoll Cucmemsl U MOJI0YHBIX

Jcene3: wacmo: BBIICTICHUS U3 BIArajidila, ByJIbBOBarMHAIBHBIN 3yl WM BYJILBOBAarMHMUT,
00Jb WJIM YyBCTBUTEIBHOCTH B MOJIOUHOM JKEJe3€; Heyacmo. OTEK MOJIOYHOM >KeJe3bl,
YBEJIMUEHUE MOJIOYHOM kele3bl, 00JIb B COCKaX.

Obdwue nHapywienus u peakyuu é mMecme 66€0€HUA: OYEHb YACMO. PEAKLUU B MECTE

BBe/ICHM, Takue Kak 00mb (50%), pazapaxenue (13%), 3ya (12%) unu npumyxiiocTh
8
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(11%); uwacmo: remMaromMa WM YIUIOTHEHHE B MECTE€ HHBEKIMH, YCTAIOCTh; HEUACHO:
YyBCTBO kapa, 00111ee HeJoMoranue, 0oJb.

Kpome Toro, npu npuMeHeHHH! APYTHX MIPEnapaToB MPOrecTepoHa MarueHThl COOOLIaIH O
CIICIYIOUINX HEXEJIATeNbHBIX PEeaKIHAX: pPeakUH THIEPUyBCTBUTEIBHOCTH (BKIIOYAs
aHaUIIAKTHYECKUE PEaKIWH), YBEIMYCHHE MAacChl Teja, HapylIeHus MeTaboim3Ma
JMITUIOB, JETPEecCUs, W3MEHEHUs JIMOWIO0, MHIPEHb, OECCOHHHIA, IIOBBIIICHHE
apTepHaIbHOTO JABJIEHHS, HapymeHus (YyHKIMH IEYCHHU, JKENTyXa, aKHE, aJomelws,
TUPCYTU3M, KPAalTUBHUIIA, OTEK.

CreneHb BBIPOKEHHOCTH 3TUX 3((PEKTOB IpH BpeMEHHOM (TO €CTh He 60Jiee TpeX MECSIIEB)
NPUMEHEHHUH TIPOTECTePOHA HE YCTaHOBJICHA.

COO6H_[CHI/IC 0 ITOA03PEBACMBIX HCKCJIATCIBbHBIX PCAKIINAX

BaxHo coo0maTe 0 MOJ03pEeBaEMbIX HEKENATENBbHBIX PEAKIMAX IOCIe PEerucTpanuu
npernapara ¢ Iejblo 00eCTieYeHHs HEMPEPHIBHOTO MOHUTOPUHIA COOTHOIICHUS «IIOJb3a-
PHUCK» JIEKapCTBEHHOTI' 0 IIpenapara. MeJuIuHCKUM paOOTHUKAM PEKOMEHyeTCsl COOOIATh
0 JIIOOBIX M0/I03PEBAEMBIX HEXKENATENbHBIX PEAKLUAX JIEKAPCTBEHHOIO Ipernapara yepes
HallMOHAJIbHBIE CUCTEMbI COOOIICHUS O HEXKENATENbHBIX PEaKLHSIX IOCyIapCTB-4JICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COK03A.

Poccuiickas @enepanus

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop)
Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaip, 1. 4, ctp. 1

Temn.: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

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

Pecny6nuka Bemnapyce

PecniyOnukanckoe yuutapHoe mnpeanpustiue «LleHTp skcnepTus W UCHBITAaHUN B
3/IpaBOOXPaHEHU

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

Ten.: +375 17 242-00-29

e-mail: repl@rceth.by

Caiit: https://www.rceth.by/
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PecniyOonmka Kazaxcrau

I'PIT na IIXB «HauvoHaJIbHBIM WEHTP OHKCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB U
MEAUIMHCKUX u3aenuii» Komurera MeAMIMHCKOTO W (hapMaleBTUYECKOTO KOHTPOIS
MunucrepcrBa 3apaBooxpanenus Pecryonuku Kazaxcran

Anpec: 010000, r. Actana, ya. A. Imanosa, 13

Ten.: +7 (7172) 235-135

OnektponHas nmoura: pdlc@dari.kz

Caiit: https://www.ndda.kz/

PecniyOnnka ApmeHus

I'HKO «LlenTp sxcnepTu3sl I€KapcTB U MEAUIIMHCKUX TEXHOIOTHID»
Anpec: 0051, r. Epesan, nip. Komuraca, 1. 49/5

Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

e-mail: info@ampra.am, vigilance@pharm.am

Caiit: http://www.pharm.am/

4.9. Ilepeno3npoBka

CHMIOTOMBI

Beicokne m03bI TporecTepoHa MOTYT BBI3BIBATH COHJIIMBOCTH, TOIITHOTY, PBOTY U
TOJIOBOKPY>KEHUE.

JleueHue

AHTUIIOT  Heu3BecTeH. B ciyyae  mepemno3upoBKM  TOKa3aHO  MPOBEJCHUE

CUMIITOMaTHYECKOH TCpaIunu.

5. DPAPMAKOJIOTMYECKHUE CBOVCTBA

5.1. ®apmakoauHaMHuYecKue CBOHCTBA

®dapmakoTepaneBTUYECKast TPYIINA: MOJOBBIE TOPMOHBI M MOTYJISTOPHI TTOJIOBOW CHCTEMBI;
recTareHsbl; MPOU3BOIHBIC MTPETH-4-eHa.

Kon ATX: GO3DAO0O4.

Mexanusm nelicTBus

IIporectepoH sBIIAETCS NMPUPOIHBIM CTEPOMIOM, KOTOPBIM CEKPETHPYETCS SIMYHHKAMU,
IUIALCHTOW W Haano4yeyHukamu. [Ipy HanmuuMM NOCTATOYHOIO KOJIMYECTBA ICTPOreHa

pOrecTepoH TpaHchopMHUPYeT TpoiudepaTUBHBIA JHIOMETPUH B  CEKPETOPHBIN

10
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supomeTpuid. [IporecTepoH HEOOXOMUM ISl TIOJTOTOBKM SHIOMETPHUS K WUMIUIAHTAIIUN
sMOpuoHa. [Tocne umruranTanuu SMOpHOHa MPOTeCTEPOH MOIIEP)KUBAET OEPEMEHHOCTD.

Kinnanueckas 3dbdeKTUBHOCTE U 0€30IIaCHOCTE

D¢ dexruBHOCTH Ipenapata [IpomoTeKe s moanepKaHus JIIOTEMHOBON (has3bl H3ydaiu B
OTKPBITOM KOHTPOJMPYEMOM HCCIIEJOBAaHUM C ydyacTueM 683 MmalueHTOK Iociie mepeHoca
SMOpHOHOB. B kauecTBe mpenapaTa CpaBHEHMs HCIOJIb30BaU BarMHAIbHBIM Npenapar
nporectepoHa B jao03e 90 wmr/cytku. 29,2 % OepeMeHHOCTEH MPOIOJIKAINUCH IOCIIe
10 Heneny neuyenus mnpemnaparoMm Ilpomorexkc 25 wmr/cytku (95 % noBepuTenbHBIN

uHTepBal: 24,2-34,2).

5.2. DapmakoKHHeTHYECKHE CBOMCTBA

Abcopbrus

[Tocne mMOIKOXXKHOTO BBEACHUS OJHOKpPATHOM A03bl 25 Mr mnpenapata llpomtorekc y
3JI0POBBIX KEHIIUH B TIOCTMEHOIIAy3€ CPE/IHEeE 3HAUCHHUE MAaKCUMaJIbHOW KOHIIEHTpAaIuU
nporectepona (Cmax) 50,7+16,3 Hr/mi1 ObUTO TOCTUTHYTO Yepe3 1 yac mociie BBEACHHUS.
[Tocnenyroiiee CHI>KEHNE KOHIIEHTPAIMK IPOTeCTePOHa B IIa3Me MPOUCXOAUIIO B 2 ¢asbl,
yepe3 12 4vacoB mociie BBEICHUS Mpernapata CpeAHss KOHIICHTpalUs MpOorecTepoHa
cocraBisia 6,6+£1,6 ur/min. B guamaszone j03 ot 25 go 100 Mr KuHETHKa BCACHIBAHHS
porecTepoHa XapaKTepru30Balach JMHEHHON 3aBUCUMOCTBIO OT J103bI.

PaBHOBeCHBIE KOHIIEHTPAIIMK MPOTECTEPOHA B IIa3M€ KPOBU OBUIM JOCTUTHYTHI MOCIE
MHOTOKPATHOTO IOJKOKHOTO BBeNeHUsl npemnapara [Ipomorekc B 03¢ 25 MI/CyTKH B
TeueHre 2 JHeW. MuHHManbHas KOHIIEHTpalus IPOTrecTEpOHAa TMEpe]] BBEICHHUEM
ouepenHoit mo3bl cocraBmsia  4,8+1,1 wr/mMma ¢ AUC (mwiomanp T1OJ KPUBOH
«KOHIEHTpanusa-BpeMs») 346,9+41,9 ur*u/mu.

Pacnopenenenne

VY mronen mporectepoH Ha 96-99 % cBs3aH ¢ CHIBOPOTOYHBIMU O€JIKaMH, TAKUMHU Kak
anbOymuH (50-54 %) unu TpanckoptuH (43-48 %), ocTanbHas 4YacTh HAXOJUTCS B IJIa3Me
KPOBH B HECBSI3aHHOM COCTOSIHUU. briarogapst cBoeii paCTBOPUMOCTH B KHPaX MPOreCTepOH
MOTTAJIAeT B KIETKU-MHUIIIEHU ITyTEM MTacCUBHON AU PYy3UHN U3 KPOBOTOKA.

[TporecTepoH MpOHUKAET Yepe3 IUIANEHTY W TOMaJaeT B TPYTHOE MOJIOKO B HEOONBIIHX

KOJINYCCTBaAxX.
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Buorpancdhopmarmsa

[Iporecteporn mMetabonu3upyeTcsi, TJIaBHBIM o00pa3oM, B Tie4eHU (TOCPEICTBOM
BOCCTAHOBJICHHST W THIPOKCWIMPOBAHUS), MPEUMYIICCTBEHHO [0 MPETHAHIUOJIOB U
MIPETHAHOJIOHOB. J{anee MPOUCXOIUT KOHBIOTAIUS C TITIOKYPOHOBOW U CEPHOM KUCIOTAMH.
DJIMMUHALHS

BriBeieHHEe TMPOMCXOIUT, TJIaBHBIM oOpa3oM, B ¢opme MeTaboauToB (0COOCHHO
NPErHaHNoIa), TPEUMYIIECTBEHHO, C MOYOW M B MEHBIIICH CTENCHH Yepe3 KHUIICYHUK.
MeTaboauThl MOABEPraloTCs KUIIEYHO-TICUEHOUHON PEIUPKYIISIUH.

ITepuon nonysbiBeaeHnus (t'/2) mocie oHOKPaTHOrO BBEJEHHUS IIPOrecTepPOHA B 103€ 25 MI

cocrasisieT 13+7 gacos.

5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

[penapar [Ipomrorekc BBOAWICS KpOJHKaM B a03e 6,7 MI/KI/IeHb B TeueHHe 7 IHEU
noapAn IMOAKOXHO WM BHYTPHUMBIIICYHO. ITocne IMOAKOKHOI'0O BBCACHHA ITPHU MCCTHOM
OCMOTpE, MAKPOCKOIIMYECKOM U T'MCTONATOJIOIMYECKOM MCCIIEJOBAHUU HEe HaOII0/1anoch
HUKaKUX CYIIECTBEHHBIX 3()(heKTOB, CBA3aHHBIX ¢ BBeJeHUEM NpenapaTa [Ipomorekc.

Yy JKUBOTHBIX, KOTOPBIM BHYTPUMBIIICYHO BBOAWJIN OCHOBY H IMPOIre€CTCPOH B TCUCHUC 7
}IHeI\/’I nmoapsaa, Ipu MECTHOM OCMOTPE OB BBISBIIEHBI HEOOIBIINE JIOKAJIHLHBIE p€akuunu,
TaKue KaK reMaToMbl WM NOKPAaCHEHHE U YIUIOTHEHHE MbIIIbl. bosee Bpicokas yacToTa
BO3HMKHOBEHHUSI OTEKOB HaOJI0Jalach y JKUBOTHBIX, KOTOPbIM AaBanu Ilpomorexc. Otu
IIPU3HAKU KOPPEIHMPOBAIHN C JIOKAJIBHBIM HEKPO30M TKAaHEW M yBEIMYECHHEM KOJIUYECTBA
MakpodaroB B THCTONATOJOTHYECKHX pe3yibTaTax. BHyTpuMbllleyHass HWHBEKLIUS
[Tposmtorexkc Obula CBsi3aHA C TOSIBIEHUEM YyMepeHHoro ¢ubposa mociae 7-ro JIHS
HaOJI0ICHUS TTOCIIE TIPEKPAICHHS JIeUSHHS.

Tem He MEHEEC, HU OJHO U3 Ha6JIIOIIa€MI>IX THCTOJIOTHYECKUX M3MEHEHHI HE OBLIO SAPKO
BBIPpa>KCHHBIM WJIN O6H_II/IpHI)IM.

B nonrocpounom uccnenosanuu Ilpontorekc BBOAMIN B 703€ 1 MI/KI/CYTKHM MOAKOMXHO
win 4 MI/KI/CYTKH BHYTPHUMBIIIEYHO. TOKCHUKONOTMYECKH 3HAYMMBIX KIMHUYECKHX
CHUMIITOMOB 3aperHCTPHPOBAHO HE ObLIO, a HAONI0JaeMble HE3HAYUTEIbHBIE CUMITTOMBI
OOBIYHO OBIIA CXOXH C CUMIITOMaMH, KOTOPBLIC PAa3BUBAJIMCHL IMPU BBCACHHUHU OCHOBBEI.
['ncTonaTonoruyeckoe UCCieJ0BaHNE MECTa UHBEKLIUHU yepe3 28 AHel JeueHUs 10Ka3ano
HC3HAYUTCJIbHBIC HU3MCHCHUSA, KOTOPBIC 00BIYHO OBUIM aHAJIOTUYHBI HaGJIIO,Z[aeMBIM y

JKMBOTHBIX IIPU BBCACHUH TOJIBKO OCHOBBI. ITocie Ha6JIIOI[€HI/I$I B II€proa OCJC JICYCHHUA
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(14 nmueit) He HAOMIOAATIOCH KAKUX-THOO0 U3MEHEHNH, KOTOPbIE MOTJIH ObI OBITH CBSI3aHBI C
MHBEKIHEHN npenapata [Iponrorekc.

B npyrux JOKIMHUYECKUX UCCIIEIOBAaHHUIX HE ObIIO BBISBICHO HUKAKUX APYTUX 3()(HEeKTOB,
KpOME Te€X, KOTOpbIE MOXHO OOBSICHUTH HW3BECTHBIM TOPMOHAIBHBIM HpPOQHIEM
nporectepona. OTHaKO BaKHO IOMHUTb, YTO ITOJIOBBIE TOPMOHBI, TAKUE KaK MPOTECTEPOH,

MOI'YyT cImocoOCTBOBATH POCTY ONIPECACIICHHBIX TOPMOHO3aBUCHUMBIX TKaHEeH 1 OHYXOHCﬁ.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
['uppokcunponunderagexc

Hunatpus ruapodocdat 6€3BOIHBIHN

Hatpus nurunpodocdar nuruapar

Bona miis nuanexknui

6.2. HecoBMecTUMOCTL
B cBs13u ¢ OTCYyTCTBUEM HCCIIEIOBAHUN COBMECTUMOCTH JITAHHBIHN JIEKAPCTBEHHBIN IIpenapar

HE CJICAYCT CMCHINBATH C JPYTMMU JICKAPCTBCHHBIMU IIpCIiapaTaMu.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

2 roza.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPU XPAHEHUH

XpaHuth mpu Temneparype He Beime 25 °C B opuruHaJbHOW yrmakoBke ((iiakoH B
KapTOHHOM Mayke) /7Sl 3alUThI OT cBeTa. He XpaHuTh B xonoauibHuke. He 3aMopaxuBaTh.
[Mocne BckpbITHS (hIakoHA pPacTBOp CIEAyeT HCIOIb30BaTh HeMeieHHo. OctaTku

pacTBopa clieyeT YTUIN3UPOBaTh.

6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH

ITo 1,112 mut Bo ¢rakoH U3 6€CIBETHOTO CTEKIIA TUTIA [ 171 mapeHTepallbHBIX MPernapaToB
C pe3UHOBOI MPOOKON U KPBIIIKOH (TUM QInIl o).

I[To 1, 7 wim 14 ¢nakoHOB B KapTOHHOM BKJAJbIIIE BMECTE C JIMCTKOM-BKJIAJbIILIEM
MIOMEIIAIOT B KAPTOHHYIO MauKy.

He Bce pa3mepbl ynakoBOK MOTYT OBITh JOCTYIHBI AJISl peaau3aliu.
13
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHUM MCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 TIpenapara WJIH OTXOA0B, TMOJYYEHHBIX TMOcCJe NpPUMEHEeHUs
JIEKAPCTBEHHOT0 Mpenapara u JAPyrue MaAaHUIYJISIHHH C PenapaToM

HeTt oco0pIx TpeOOBaHUH K YyTHIN3AIUH.

OTXO)II)I CJICAYCT YHUYTOKHUTDL B YCTAHOBJICHHOM IIOPAOKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS
HNBCA Uncturyt buokumuk C.A., lIseiinapus
IBSA Institut Biochimique SA, Via Pian Scairolo 49, 6912 Pazzallo, Switzerland

7.1. [lpencraBuTeib AepKaTesi PErTHCTPAMOHHOIO YA0CTOBEPEHUS

IIperen3un HOTDC6HT€J’IC§I HalnpasJIATH 110 aApECy:

Poccuiickas ®@edepayus

000 «Anmxennan @apma Pycy

109028, r. MockBa, CepeOpsinndeckas Ha0., 1. 29

Temn.: +7 (495) 933 3950

e-mail: complaints@angelini.ru

Pecnyonuxa benapyco

VII «HoBamenukay»

223017, Munckas obmacts, MuHCKU# paiioH, m. ['aToBo, yn. Metamtypruyeckas, 16a,
KOM. 3

Ten./akc: +375 29 305 09 00

e-mail: mikhail.shehukov@novamedika.com

Pecnybnuxa Kazaxcman

TOO «BB Farm»

050063, r. Anmarsl, MKp. Akcaii-4, tom 118a, BL] Meranomnuc, 6 3Tax
Ten./dakc: +7 (727) 3645045

e-mail: info@bbfarm.kz

Pecnybnuxa Apmenus

000 «AH+D®APM»

r. EpeBan, 4-i1 nepeynok ynuusl [Hupak, 13

Ten./akc: +374 77 56 77 99

e-mail: Info@an+pharm.com
14
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8. HOMEP PETUCTPALIMIOHHOT'O YOCTOBEPEHHUS
JITI-Ne(000090)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPALIUA

Hata nepBoii peructpamuu: 6 HossOps 2020 T.

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEeKapCTBEHHOro mpemapara [Ipomrorekc mocTymHa Ha
nH(bOpMalMOHHOM MopTaje EBpa3uiickoro SKOHOMHYECKOTO CO03a B MH()OPMAIIMOHHO-

KOMMYHHUKaIIMOHHOM cetu «HTepHeT» http://eec.eacunion.org.
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