COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 28.04 2026 N= 3581

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon ra3oo0pa3Hblii METUIIMHCKHIA, T'a3 CIKATHIM.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleicTByIO1EEe BEIECTBO: KUCIOPOL.

Kasxipiit 6aiuton BMecTUMOCThIO 40 1vm° coAEePXKUT 6,24 M 100 % KUCIIOPOAa METUITUHCKOTO.

3. JIEKAPCTBEHHAS ®OPMA

T'a3 cxxaTbIi.

BecuserHslii ra3 0e3 3amaxa.

4, KJIMHUYECKHUE JAHHBIE
4.1. IMoka3zaHusi K MPpUMEHEHH IO

Kucnopon razoo0pa3Hblii MEIULIMHCKUN NTOKa3aH K MPUMEHEHHUIO y B3pOCibIX U gerei ot 0 1o 18
JeT.
Paznuunble 3a001€BaHus, CONPOBOXKIAOIINECS THIIOKCHEH:

e 3a00JIeBaHUS OPTraHOB JbIXaHU (B T.4. THEBMOHHUS, OpOHXHAJIbHAS aCTMa), CEP/I€YHO-COCYTUCTON
cHCTeMBI (B T.4. XpOHUYECKas cepieuHasi HeZJOCTaTOYHOCTb, KOJUIAIIC, apUTMUH, OTEK JIETKHX);

e OTpaBJICHHE OKCHJIOM YIiepo/ia, CHHUIBLHON KUCIOTOM, YAYIIAIOIIUMHU BEIIECTBaMU (B T.4. XJIOD,
docren);

e ocltadiieHue AbIXaHWA B IMMOCJICOIICPALIMOHHOM MEPUOJAEC; NIICMUSA HUKHUX KOHG‘IHOCTGﬁ, TPaBMbI
KOHCQHOCTCP’I; COCYIUCTBIC 3a00JIeBaHUS TOJIOBHOTO Mo3ra,

e runepbapuuecKas OKCUreHanus (onepanuu Ha cepie U JEeTKUX, peKOHCTPYKTUBHBIE ONEpaIiu
Ha opraHax >xeixyfaouyHo-kumeyHoro tpakra (OKKT), uHTOKCHMKauus, aHeMus, s3BE€HHass OOJIE3Hb
Kenmyaka v 12-TiepcTHOM KUIIKH, XPOHUYECKUH renarTur);

L4 THIIOKCUTCPpAIINA (I/IIJ_ICMI/I‘-ICCKaH 00JIe3Hb cepana, apTepuajibHasd THIICPTCH3UA, 3a00JIeBaHUS
>KKT, ACTCHUSA, ACTIPECCHUs, IOBBIINICHHAA YTOMIIICMOCTD, COCTOSIHUC ITOCIIC quCBOﬁ TepaHI/II/I).

4.2. Pe:xxuM no3upoBaHus M c1ocod NpUMeHEHUs

PexxuM 103upoBaHus

WNuransmnonno, B koHeHTparnun 40-60 %, B cMecH ¢ BO31yX0oM, B KOJTHYECTBE 4-5 JI/MUH.

[Ipu ocnmabneHun ApIXaHUS B MOCIEONEPANMOHHOM TEPUOAE, MPH OTPABICHUSIX, WHTOKCHKAIUSIX
ucnonb3ytoT 100 % KUCIOPOI UTH CMECH C YTJIEKHUCIOTOM.

Pexxum m03upoBaHMsT BO BCEX BO3PACTHBIX TPyMIax, KPOME HOBOPOKICHHBIX, COBIAIaeT (CM.
noapazzaen «Jlern»).

,HJ'I?I BBCACHH KUCIIOPOJAa B BBICOKUX W HU3KUX KOHICHTpAIHWAX NPUMCHACTCS pa3Has alImaparypa.
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MuHuManbHasi KOHIIEHTpAIUsl KUCIOPO/1a He T0DKHA|OBITh Hﬂlﬁ'é'e'rEl %B‘}il%%}hg&b@pHAM

Bozayxe (20,9 %).

Cucrembl i MHTansimuu ¢ (UKCUPOBAHHOM KOHIIGHTpAaIMel Kuciopoaa (HE3aBUCHUMO OT
JBIXATEIbHBIX TOMBITOK TAIIMEHTa): BBICOKOMOTOYHBIE - MACKH, OOECICUMBAIOIIME TOIady
KHCIIOPOJIa C BBICOKOH CKOPOCTHIO MOTOKA; HU3KOMOTOYHBIE - aHECTE3MOJIOTMYECKUe KOHTYphHI. B
JAHHBIX CUCTEMaxX KOHILEHTpAIUsl KHUCIOPO/Ia 33/1a€TCsl BPAUOM.

Cucrempl Uil UHTIALWU, OOECeUMBaIONIUEe MOAauy Pa3IU4YHON KOHIIEHTpalMH Kucioponaa (B
3aBUCHMOCTH OT CHJIBI BJIOXa TMAIUeHTa): 03 PpeUUpKYISlUd - KaTeTepbl W KaHIOIU; C
PELUPKYISIMel - KUCIOpOoAHbIE Macku. JlaHHbIE CHCTeMbl paboOTalOT TOJBKO B YCIOBUSX
CaMOCTOATENILHOTO AbIXaHUS MAIMEHTa, KOTOPBIM BJIbIXAa€T ra30ByI0 cMech. CozepkaHue KUCIopoaa
B ra30BOi cMecH Oy/IeT 3aBHCETh OT COCTOSHUS MAIlMeHTa U UCIOJIb3yEeMOI0 YCTPOUCTBA.

QOco0ble rpynisl MalueHToB

.]]MMCI nooJKcus1020 eo3pacma

Y HOXKWIJIBIX MAIIMEHTOB ¢ XPOHUYECKUM OPOHXHTOM BIBIXacMasi KOHIICHTPAITUS KUCIOPOa T0JDKHA
noBeIaThes Ha 1 % u He npeBbimath 30 % (darie Bcero).

Funep6apuqecmﬂ OKCcuzceHayus

[Ipouenypy mpoBOIST B clelUaIbHBIX Oapokamepax, A TEePaneBTHUUECKUX IENeld HCIONb3YIOT
anmapatsl (OJJHOMECTHBIC KaMephl), CO3aroIIne aaBieHue kuciopoaa 1,2-1,6-2,0 atm. [Tposomsr 1
ceanc B neHb (40-60 muH), kypc nedenus: 8-10 ceancos. [Ipu s3BeHHON 60e3HU xenyaka u 12-
MEPCTHON KHINKKM, XPOHHYECKOM remarute BBOaAT mon naBieHuem 0,7-1,0 w30bITOUHOM aTMm.
(ceancamu 1o 45 MuH); Kypc JiedeHus - 15 ceaHcoB.

Funoxcumepanuﬂ

[IpoBeaeHne croenuanbHBIX TPEHUPOBOK, MPUBOASAIIMX K KHUCIOPOJAHOW HEIOCTaTOYHOCTH
(HOpMOOapuuecKo THUMOKCHU) TYTeM HCIOJIb30BaHUSI Ta30BBIX CMeced C TOHWKEHHBIM
coJiep>KaHuEM KHCIOpO/Ia ISl CO3/JaHHs MCKYCCTBEHHON TUIIOKCHH (TIPU HOpMaJIbHOM aTMOC(hEpHOM
JABJICHUN).

CTH

PexumMm AO3UPOBAHHUA Yy I[CTCfI COBIMaAaCT C PCKUMOM OO3HUPOBAHUA [JIA B3POCIBIX, KPOME
HOBOPOKACHHBIX.

Y HOBOPOXJIEHHBIX KOHIIEHTPAIMS KUCIOPO/Ia BO BIBIXaeMOM cMecH He JToJbKHA mpeBbimath 40 %
(pUCK pa3BUTHUS PETPOJIEHTAILHON (PHOPOILIa3un).

Crooco0 nmpuMeHeH st

HMHransimoHHo.
4.3. TIpoTuBoOmOKAa3aHHUS

I'unepOapuyeckas OKCUTEHAIMs: HaJIM4Yhe I0JIOCTeH B JIETKUX, OpPOHXOIUIEBPAJIbHBIA CBUII,
HEKYIHUPOBAaHHBIM IMHEBMOTOPAKC; HapylIeHHE MPOXOAUMOCTH CIYXOBBIX TpyO0 M KaHajoOB,
COCIMHAIOIUX MTPUAATOYHBIE [TA3yXU HOCA C BHEIIHEW CPENOM; OCTPBIE PECIIUPATOPHBIE BUPYCHBIE
MH(DEKINN; STUIETICUS; apTepualbHas TUIIEPTEH3Hs; HOBOOOPa30BaHMUSL.

4.4. OcoOble yka3aHUsA M MepbI NPEA0CTOPOKHOCTH NP MPUMEHEHN U

Oco0ble YKa3aHusg

Y HOBOPOKACHHBIX, B CBA3U C TOBBIMICHHBIM PUCKOM PETUHOIIATHHU, HC PCKOMCHAYCTCA YBCIIMUCHUC
naBneHns xkuciopona 6onee 0,0817 krc/ecm? (0,079 aTm.).
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n30eKaHue B3pPbIBA.

C 0CTOPOKHOCTBIO

[Tpu runepbapuueckoil OKCUIeHauu: OpOHXHATbHAsE acTMa, BPOXKIEHHBIN C(HEpOIrTO3, BHICOKAs
JMXOpaJKa, HEBPUT 3PUTEIBHOTO HEPBA, MHPEKINU BEPXHUX JbIXaTEIbHBIX MyTel, OEpeMEHHOCTS,
sMmdu3eMa JIeTKUX, OapoTpaBMa YIIeW, OJHOBPEMEHHBIH NpHEM LUCIUIATHHA, JOKCOPYOWIMHA,
mucynabdupama, MageHna (MOBBIILICHHE TOKCHYHOCTH JIAaHHBIX JICKAPCTBEHHBIX IPENaparoB).

4.5. B3aumopneiictBue ¢ JAPYIrHMH JIEKADCTBEHHBIMH TMpenapatamMM W Jpyrue BHAbI
B3alMMOJAEHCTBUSA

Kucnopo moBsIaeT TOKCHYHOCTH IUCIUIATHHA, TOKCOPYOUIIMHA, TUCYIb(hupama, MadeHua.

He nomyckaercs KOHTakT KHUCIOpOAa C MacilaMd U APYTUMHU OPraHUYeCKUMH BEIECTBAMHU, BO

u30exaHue B3pbiBa (CM. pasuen 6.2.).

4.6. @DepTHWIBHOCTH, 0€PEMEHHOCTh U JIAKTALMS

bepemeHHOCTH

B cBs3u ¢ OTCYTCTBHUEM CIICHUAJIBHBIX KIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ BO BpCMi 6epeMeHHOCTI/I
npemnapar CJICAyeT NpUMCHATDH TOJILKO TOrAa, KOraa 1oJjb3a JJid MaTCPU NPCBLIIIACT MMOTSHITHAIBbHBIN
PUCK AJIA IJ104a U ITOA HEITOCPCACTBCHHBIM KOHTPOJICM Bpaya.

JlakTamms

B cBsi3u ¢ OTCYTCTBHUEM CIICHUAJIbHBIX KIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ I[Ipu rpyaAHOM BCKApMJIMBAHUH
npemnapar CJICAyeT NpUMCHATDb TOJIBKO TOrAa, KOraa 1oJjb3a I MaTCPU NPCBLIIIACT IMOTSHITHAIBHBIN
PUCK IJId pe6eHKa U 1o HECMMOCPEACTBECHHBIM KOHTPOJIEM Bpaya.

4.7. Bausinue npemnapara Ha CIOCOOHOCTH YHpaBJsATh TPAHCIIOPTOM, MEXaHU3MaMHU

B TepameBTHuUECKHX 033X KHCIOPOJ Ta3000pa3HbIi METUIIMHCKUN HE OKa3blBaeT BIMSIHHE Ha
CIIOCOOHOCTh K BBITIOJHEHUIO TOTEHIIMAIBbHO OMNACHBIX BHJIOB JCSATEIBHOCTH, TPEOYIOIIUX
MOBBIIIEHHOW KOHIEHTPAIMM BHUMAaHHUS M OBICTPOTHI TICHXOMOTOPHBIX pEaKIHil (ympaBieHHE
TPAHCIIOPTHBIMU CPEACTBAMH, pad0OTa C MEXaHU3MaMu, paboTa AUCTIETYEepa U OTIepaTopa).

4.8. HexenatelbHble peaKkIUH

Kpurepun ornieHKH 4acTOTHI MOOOYHBIX PEAKIIMIA:

oueHb yacrto (> 1/10);

gacto (>1/10 - < 1/100);

HedacTo (>1/100 - < 1/1000);

penko (>1/1000 - < 1/10000);

oueHsb peako (< 1/10000);

4acTOTa HEU3BECTHA (HE MOXKET OBITh OIIEHEHA Ha OCHOBE MMEIOIIUXCS JaHHBIX ).

FI/IHCD6aDI/I‘-ICCKa$I OKCHUI'CHAaIuWA:

OHOOKpUHHbLE HapYULEeHUs]
Yacmoma Heuzgecmna — TANIOTITUKEMUSL.

Hapywenus co cmoponul nepanoii cucmemul
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Yacmoma Heuzsecmmua - TOJIOBHAS 60J'IB, OHEMCHUC II4JIbIICB DSJQ.

Hapywenus co cmoponwl opeana 3penus

Yacmoma Heuzgecmua - IpeXoJisllee HApyIICHUE 3pEHUs, YCKOPEHUE CO3PEBAHUS KAaTapaKThI.
Obwue napywenus u peakyuu 8 mecme 86e0eHus

Yacmoma HeuzeecmHa — yCTaNOCTb.

Tpasmbl, unmoxcukayuu u 0CI10HCHEHUsL NPOYeOyp

Peoko — octpast kucinopoaHasi HHTOKCUKalus (CyJOpOTH, OTEK JETKHX ).

Yacmoma neuzeecmuna - G6apotpaBMa ymeil (00ib B yXe, IOBPEXICHHE U pa3pbiB OapabaHHON
MEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

Kucnopoaorepanus:

Hapywenus co cmoponul cepoya
Yacmoma Heuzsecmua - MIIEMHAS MUOKap/ia y TAIIMEHTOB, EpEeHEeCINX HHPAPKT MHOKap/Ia.

COO6H.I€HI/IG O ITOJ03PECBACMBIX HCKCIATCIAbHBIX PCAKIINAX

Baxno coo0mars O MOJO3PEBAEMBIX HEXKEIATENbHBIX pEaKUUsAX I0CJIE€ PErucTpaluu
JICKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00ecrneueHus: HEeNpPepbIBHOTO MOHUTOPHUHIA COOTHOILEHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOrO Ipernapara. MEIUIUMHCKUM pabOOTHUKAM PpEKOMEHAYETCs
coo01IaTh O JOOBIX M003PEBAEMBIX HEXKENATEIBbHBIX PEaKIMsIX JEKapCTBEHHOTO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOIIEHUS O HEXKEJIaTeNbHbIX peaklUUsX TIOoCylapCTB — YJICHOB
EBpa3uiickoro 3k0HOMH4ECKOI0 COH3a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHcKkas 1., 1. 4, ctp. 1

Tenedon: +7 (800) 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Cair B I/IH(bOpMaI_II/IOHHO-TCHCKOMMYHHKaHHOHHOﬁ CCTHU «I/IHTepHeT»I
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

[Ipu nauTensHOM U OECCHCTEMHOM MPUMEHEHUH BBICOKMX KOHIIEHTpAluii kuciopona (cBsiiie 60-
80 %) mpu OoJIBIIOM MOTOKE (CBBINIE 6-8 JI/MUH) MMEETCSl ONMACHOCTh THICPOKCHUTCHAIINA U Kak
CIIEICTBUE - OTeKa Jerkux. llpu TpoAOHKUTENHPHOM JEMCTBHM KHUCIOPOJa Pa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBIAIOMHNECS  (QYHKIMOHAIBHBIMH W CTPYKTYPHBIMH
HapyIICHUSIMH B PAa3IMYHBIX CHCTeMax M opraHax. [IpW3HAaKM KHCIOPOJHON HMHTOKCHUKAIIUU
MTOSIBJISIFOTCS Yepe3 ONpeIeTICHHBIN Teprol. ETo M TeTbHOCTh MOYKET 3aBUCETh OT HHINBHTyaTbHOM
YYBCTBUTEIHLHOCTH K KUCIOPOY, TEMIEPATYPhI M BIAKHOCTH OKPYKAIOILIEH Cpe/bl, KOHIICHTPAIUH
BO BJIBIXaeMOM Ta30BOM CMECH, IMOITMOHAIBHBIX U (PU3HUECKUX HArPY30K, COCTOSHUS IIEHTPATHLHOM
HEPBHOW CHUCTEMBI U TIP.

Jleuenue

CHUMIITOMaTHYECKOE.

5. ®APMAKOJIOT'MYECKHUE CBOMCTBA
4
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5.1. dapmakoauHamMHyecKHe CBOiicTBa

dapMakoTepareBTUYECKas TPYIa: Mpoyue JiedeOHbIC CPEICTBA; MEIUITMHCKUE Ta3bl.
Kon ATX: VO3ANO1

MexaHusM aeiictBus U hapMakoauHaMmuueckue dhheKThI

ITpOTHBOrMIIOKCUYECKOE CPENCTBO, 3HAUUTEJIBHO YJIYYLIaeT KUCIOPOJHOE HACBIICHHWE TKaHEeW u
reMOJMHAMUKY, 3alllMIIAaeT F0JOBHOW MO3I OT runokcuu. OkassiBaeT MeTabonnueckoe aeicraue. B
YCIOBHSIX HOPMOOApUUYECKON THMIOKCHM IOBBIIAET YCTOMYMBOCTh OpPraHM3Ma K SHIOI€HHBIM U
9K30T'€HHBIM MAaTOJIOTUYECKUM (haKTOpaM.

5.2. dapmMakoKHHeTHYeCKHEe CBOHCTBA
He nmpumenumo.
5.3. JlanHble JOKJINHUYECKOI 0€30MaCHOCTH

He nmpumenumo.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIIOMOraTeJIbHBIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTH

He nomyckaercs KOHTAaKT KHCJIOpOJAa C MacilaMd M JPYTMMH OpPraHMYECKMMH BELIECTBAMHU BO
n30exaHue B3pbIBa.

6.3. Cpok rogHoctu (CpoK XpaHeHHs1)
18 mecsnes.
6.4. OcoOble Mepbl NPeI0CTOPOKHOCTH PU XPAHEHUH

XpaHUTh B CYXOM OTJEJIIbHOM IIOMEIIEHUH WJIM Ha OTKPBITBIX IUJIOLIAJKaX TI0J] HaBECOM,
3alIUIIEHHBIX OT aTMOC(HEPHBIX OCAJKOB M MPSAMBIX COJHEUHBIX Jy4deW, BAaIM OT MCTOYHHKOB
OTOIUICHUS U UCTOYHHKOB OTKPBITOTO OTHS Mpu TemmnepaType ot munyc 50 °C go 50 °C.

6.5. Xapakrep u coiep:kaHHe YIAKOBKH

ITo 6,24 m° B GastoHe BMeCTUMOCTRIO 40 M.

O0BeM conepKUMOTO YITAaKOBKH TPUBEICH AJIs YCIOBHIA: M30bITouHOE napneHue (14,7+0,5) Mlla
[(150+5) kre/cm?)], Temmeparypa (20+2) °C.

Hcnonb3yroT OallioHBI CTallbHbIE OECHIOBHBIE TOJIyOOTO I[BeTa C HAHECEHHOW MO OKPYKHOCTHU
HAJIMUCHIO YepHOTO 1BeTa «Kucaopoa MeTUIIMHCKUI.

bannonsl 00OpYIyIOT BEHTHJIEM M YCTPOMCTBOM KOHTPOJIS MEPBOTO BCKPBITHS B KOMILUIEKTE C
MHCTPYKLHEH IO MEAUIIMHCKOMY NprUMeHeHut0. Ha 0anioH Kpensar STUKETKY.

6.6. OcoOble Mepbl  MNPEIOCTOPOKHOCTH  MPH  YTHIH3ANUH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara ujiu 0TX0/0B, MOJy4YeHHBIX MOoc/ie MPUMeHEeHHs JIEeKAPCTBEHHOI0

5
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npenapara, u pyrue MaHUIyJISIUH C MPenapaToM

bannonsl sBnsitoTcs BO3BpaTHO# Tapoil. Ilokynarens 00s3aH BepHYTh HOpPOXKHHE OAaIOHBI C
KOJIIIaKaMH, HEe TPOCPOYCHHBIE, UCIIPABHBIE, C OCTATOYHBIM JABJICHUEM KHCIOPO1a MEAULIMHCKOTO.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA

Poccuiickas @enepanust

OO11ecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO «O30H» (OO0 «O30HY)
183038, Mypmanckas 00:1., . MypMmaHck, yi. Tpanosas, a. 13.

Ten. +7(815)228-62-22

ozon-murmansk51@bk.ru

7.1. IlpeacraBuTeJb AepKaTe/isi peTHCTPALMOHHOIO YAOCTOBEPEeHUs!

[Iperens3un notpeduTeseil HaMpPaBIATh MO AAPECY:

Poccuiickas @enepanns

OO61ecTBO ¢ orpaHrueHHOM 0TBETCTBEHHOCTHIO «O30H» (OO0 «O30HY)
183038, Mypmanckas 00:1., T. Mypmanck, yi. Tpanosas, a. 13.

Ten. +7(815)228-62-22

ozon-murmansk51@bk.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YJOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlekapcTBeHHBIM mpenmapaT OTHOCHTCS K KaTeropum OTIYCKa B  YCJIOBUAX JeyeOHo-
NPOPUIAKTUYECKUX YUPEXKICHUMH.

OO6mrast xapakTepuCTHUKa JICKapCTBEHHOTO Tmpenapara Kuciaopoa ra3000pa3HbIi MEIUIIMHCKHUH,
JIOCTYyIIHA B €IMHOM pEECTpe 3apETrUCTPUPOBAHHBIX JEKAPCTBEHHBIX CpeaCTB EBpasuiickoro
SKOHOMMYECKOTO COI03a W Ha OQUIMAIBHOM CaiTe YHNOJHOMOYEHHOIO OpraHa (3KCHepTHOM
opranusanun) (https://Ik.regmed.ru/Register/EAEU_SmPC).
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