COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 28.06.2024 N= 13037

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBERHOT O IPEITAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITIAPATA

Mukposake, pacTBOp PEKTaIbHBII

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JeiicTByromiue BelecTBa: HaTpUs JaypuicyibdoaleraT + HaTpus HUTPaAT + COPpOUTOI

Kaxnprit 1 M pacTBOpa pEKTaabHOTO COJIEPXKHT HaTpus I1mrpar — 90 wr, HaTtpus
naypwicynbdoarierar 70 % — 12,9 Mr (coorBercTByeT 9 Mr HaTpus Naypuicyibdoarerara),

copouton 70 % xuakuii (kpucTauusyromuics) — 893 mr (cooTBeTcTBYeT 625 Mr copOuTOIIa).

ITomubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp pekTanbHbIi.

Ot OeclBETHOrO 0 MOYTH OEJNOro IBeTa ONajlecUUpyIomias Bs3Kas KHUIKOCTh, COJEpKalias

HeOOJIbIIINE ITY3bIPBKHU BO3YyXa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3zaHusi K NPUMEHEHUIO
3amop, B T.4. C DSHKONpPE30M, IMOJArOTOBKA K 3SHAOCKONHUYECKOMY (PEKTOCKONUs) U

PECHTICHOJIOTHYCCKOMY HUCCICAOBAHHUIO KCITYJOYHO-KUIIICYHOI'O TPpAaKTaA.

4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upOBaHus

BBoauts Bce COACPIKNMOC OIHOM MHKPOKIJIM3MbI PETAJIBHO, BCTABJISASI HAKOHCYHUK HA BCHO JJIMHY

(nMHA yHUBEPCAIBHOTO HAKOHEYHHKA cocTaBisgeT 60,6 MMm).
eTH

Cmapuwe 3 n1em

Pexxum 103upoBaHMs aHATIOTHYEH B3POCIOMY.

Hoesopoocoennvie u demu 0o 3 nem

BBomute Bce COmEpKUMOE OJHOM MHKPOKIN3MBI PEKTAIBHO, BCTABISAS YHHMBEPCAIBHBIN

HAaKOHEUYHUK Ha MOJIOBUHY JUTMHBI (CM. OTMETKY Ha HAKOHEYHHUKE, CM. puc. 1).
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Pucynok 1:

/
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*PHUCYHOK MpHBeeH B MaciTaoe 1:1

Takke BO3MOYKHO HCIIOJIb30BAHUE MHKPOKIHM3MBI C YKOPOUYCHHBIM HAKOHEYHHKOM (JUIMHA
YKOPOUYCHHOTO HAaKOHEYHHKa cocTaBigeT 47,3 MM, cM. puc. 2). B takom ciydae HE00X0AUMO

BBCCTH BCC COACPIKUMOC OI[HOﬁ MHKPOKJIM3MbI PCKTAJIbHO, BCTABJISASA HAKOHCYHUK Ha BCIO JJIMHY.

Pucynok 2:

/
- \

* pUCYHOK IpuBeZicH B Maciurtabe 1:1

O

Cnoco6 IIPUMCHCHUA

PexranpHo.
OtnomuTte mIoMOy Ha HAKOHEYHHKE TIOOUKA.

Cnerka HagaBHUTC Ha TIOOMK Tak, 9TOOBI KaIlIs npemnapara cmMasajla KOHYUMK KJIIM3MBI — 3TO

o0JIeruuT mponecc BBEACHUA. CI[aBJ'II/IBaSI TIO6I/IK, BBIJABUTC MTOJIHOCTBIO €TI0 COACPIKUMOC.
N3Baekute HAaKOHCYHUK, IMO-TIPCIKHEMY CJICTKA CAaBJINBAsA TIOOHK.

4.3. IIlpoTuBONOKA3aAHUS
e [unepuyyBCTBUTENHLHOCTD K HATPHUS JIAYPHICYIb(oareTary, HaTpusl IIUTPATy, COPOUTOITY

WIH K JIIOOOMY U3 BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUNCIIEHHBIX B pa3jene 6.1;
e HenpoxonuMocTh KulieyHNKa U 00JIM B AKUBOTE HEM3BECTHOM 3THOJIOTUH;

e OIHOBpEMEHHOE nepopagbHOE/PEKTATLHOE MPUMEHEHUE HATPUSI/KATbIIHAS

MOJIMCTUPOJICYTh(OHATA.

4.4. OcoOble ykazaHusl 1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

PCKOMCHI{yCTCH n3oeraTh MNPpUMCHCHUA HOAHHOI'O JICKAPCTBCHHOI'O IIpCliapaTa B ClIy4dac

06OCTpeHI/ISI TeMOPPOsi, AaHAJIBHBIX TPCIIWH UJIM TEMOPPArH4€CKOro pEKTOKOJINTA.
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HpI/I MNPUMCHCHUHN Y MMAIIUCHTOB C BOCHAJIUTCIIbHBIMW TN A3BCHHBIMI 3a00JICBAHTIMN TOJICTON
KHIIKKU WK C OCTPBIMU KCITY JOUYHO-KHIICYHBIMU 3a001€BaHUSIMHA CJIIeaycCT COGJIIOI[aTB ocoOble

MEPBI IPEJOCTOPOKHOCTH.

Oco0ble yKazaHus

Crnenyer npouH(popMUpPOBaTh HMAlMEHTa 0 HEOOXOIMMOCTH OOpalleHHsI K Bpady B ClIydae, €Ciu

CUMIITOMBI COXPAHAIOTCA MMPU AJIUTCIIBHOM IIPUMCHCHHU.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BH/bI
B3aHMMOJAEeHCTBUSA

CymiecTByeT pHUCK pa3BUTHSA HEKpPO3a TOJICTOTO KHUIIEYHHKA MpPU  OAHOBPEMEHHOM
NEepOPATbHOM/PEKTATEHOM ITPHUMEHEHUH HATPUs1/KaJIbIUs MOJUCTUPOJICYIb(oHaTa u copOuTona,

BXOJISIIETO B COCTAB Iperapara.

HpI/I H606XOI[I/IMOCTI/I HCIIOJIB30BaHUA APYTHUX PCEKTAJIbHBIX HPCHapaTroB CICAYCT CO6J'IIOI[aTB

HHTCPBAJI MCKAY UX TPUMCHCHUCM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

AI[eKBaTHLIX " CTPOIr0 KOHTPOJIIMPYCMBIX I/ICCJ'IGI[OBaHI/II‘/'I C ydyaCTuem 6epeMCHHLIX JKCHIIMH HC
MMpOBOAUIIOCH. Tak kak 3TOT npemnapar, BEPOATHO, BCACBIBACTCA B CHCTEMHBIN KpPOBOTOK B
HE3HAYNTEIIFHOM CTCIICHU, ITPpU €TI0 MPUMCHCHHUHN B COOTBETCTBUN C PCKOMCHAAIIUAMU BO BPEM

OEpPEeMEHHOCTH HE 0KMIACTCS pa3BUTHUS HEXKENATeIbHBIX 2(P(HEKTOB IS TII0/IA.

JlakTanus

Tak kak 3TOT npemnapar, BEpPOSATHO, BCACBIBACTCS B CHUCTEMHBIHN KpPOBOTOK B HE3HAUYUTEIIbHOU
CTCIICHU, TIpHU €r0 NMPHUMCHCHUN B COOTBCTCTBHH C PCKOMCHIAALUAMH BO BPCM JIAKTALlUKW HE

0’KHMJIa€TCS PA3BUTHUS HEXKENATENbHBIX Y(PPEKTOB Isi TPYAHOTO peOeHKA.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padorath ¢
MeXaHU3MaMH
Mukpoakc He OKa3bIBaeT BIUSHHAE HA CIIOCOOHOCTH K YIIPABIECHUIO TPAHCTIOPTHBIMH CPEACTBAMU

" YIIPaBJICHUIO MCXaHU3MaMH.

4.8. HexxenaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX peaKIiil

Jns 06o03HaueHUs] 4acTOTHI HEKEJIAaTEeNbHBIX PEaKIUil, KOTOpble ObUIM BBISBICHBI B MEPUOJ]

MOCTPETUCTPATUOHHOTO IMTPUMCHCHU S, UCIIOJIB3YCTCA CICAYIOIIAA KJ'IaCCI/I(l)I/IKaHI/ISII O4YCHb 4acCTO
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(= 1/10), gacro (= 1/100, < 1/10), neuacro (> /1006, <1/106) mpenxo (>1/10060,<1/1660);

HEHM3BECTHO (4aCTOTa HE MOXKET OBITh YCTAHOBJICHA 110 HMEIOLIMUMCS JAHHBIM).

CHCTEMHO-OPraHHbIH KJIacC Yacrora HexenarenbHble peakuuu
Hapymenust co  croponsl | O4eHb peako Peakuuu runepuyBCTBUTEIBHOCTH
WMMYHHOM CHUCTEMBI (Hanmpumep, KparnuBHUIIA)
XKenynouHo-kuiieyHbie OueHb penko bonb B oOnacTu >xuBOTa (BKIIIOYAs
HapyLICHUs] a0JOMUHAIIbHBIN THCKOM(OPT,

0011b B 00J1aCTH JKUBOTA, a TAKXKE B
BEPXHUX oTenax JKUBOTA);
TUCKOMGOPT B  aHOPEKTaIbHOU

0o0nacTu, KUAKHUHA CTyI

COO6H.I€HI/IC 0 ITOA03PECBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0mare 0 10J03peBaEMBIX HEXKeNaTeIbHbIX pPEaKLUUsAX MOocie pPerucTpanuu
JIEKApCTBEHHOTO Tperapara ¢ HelIbl0 00eCTIeYeHNsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«10Jb3a — PHUCK» JIEKAPCTBEHHOI'O Ipernapara. MeauIuMHCKUM pabOTHUKAM pPEKOMEHAYETCs
cooluiate O JIIOOBIX MOJO3PEBAEMbIX HEXKENATENbHBIX PEeaKIHsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEeXKEJIaTeNIbHBIX peakIUsIX ToCyIapCcTB — YJICHOB

EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickaa ®@eodepayus

109012, r. Mocksa, CnaBsiHCKasI IIomaib, 1. 4, ctp. 1

DdenepanbHas cityx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop)
Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpMaIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «IHTepHEeT»:!

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

He omucana.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
dapmakoTepaneBTHUECKasi TpymIa: CpeacTBa IJis JISUSHHUs 3all0pPOB; CIAOUTENbHbBIE CPEACTBA B

KJIM3Max.
Kon ATX: A0O6AG11

Mexanusm aeiicteus u hapMakoauHaMmudeckue 3O heEKThI

Mukponakc — KOMOMHHPOBAHHBIN Tpenapar, OKa3bIBAIOLINK crnadbutenbHoe aeiictBue. Dddexr
HacTymnaet 4epe3 5—15 muH. B cocraB mpemnapara BXOJSAT HATPHsI HUTPAT (TIEITU3ATOP, KOTOPBIN
BBITECHSICT CBS3aHHYIO BOJY, COJIEPIKAIYIOCS B KAJIOBBIX Maccax), HATPHs JIAyPHIICYIb(poareTrar
(pa3XmKaeT COAEPKUMOE KHUIIICYHHKA) U COpOUT (YCHIIMBAET CIAOUTEIBbHOE JCHCTBUE ITyTEM
CTHUMYJISILMU TIOCTYIUICHHUSI BOJBI B KHUIICYHHK). YBEIMUYEHHE KOJIMYECTBA BOABI 3a CYET
NEeNTH3AIMU W PAIKMKEHUS CHOCOOCTBYET pa3sMSTYCHUIO KaJOBBIX Macc W o0ierdaer

OIIOPOKHCHUC KUIIICUYHHUKA.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

JlaHHBIE OTCYTCTBYIOT.

6. DPAPMAIIEBTUYEKHWE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

CopOuHOBast KUCIIOTa
I'munepon
Bonaa ounmiennas

6.2. HecoBMecTUMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHust)

5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh 1pu Temneparype He oime 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH
I[lo 5 Ma pactBopa peKTalbHOTO B MHUKPOKIU3ME [JIsi OJHOKPATHOTO MPUMEHEHUS
(TMONMMATUIICHOBBIM TIOOMK C yKOPOYEHHBIM WIJIM YHUBEPCAJbHBIM HAKOHEYHHUKOM M

OTJIAMBIBAIOIICHCS TUIOMOOI).
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Ilo 4 nmu 12 MUKPOKJIM3M C YKOPOYCHHBIM HAKOHCYHHNKOM BMCCTC C JIMCTKOM-BKJTAABIIICM B

KapTOHHOM MaukKe.

Ilo 4 umm 12 MUKPOKIIM3M C YHUBCPCAJIbHBIM HAKOHCYHHUKOM BMECTC C JIMCTKOM-BKJIAABIIIEM B

KapTOHHOM Mayke.
He Bce pa3mepbl ymakoBOK MOT'YT OBITh JIOCTYIHBI JUIsSl peaTnu3aliii.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  TpenapaTra WJIH OTXOJA0B, MOJYYEeHHBIX TOCJie TNPUMEHEHHUs
JIEKApCTBEHHOT0 Mpenapara, u Ipyrue MaHUMYJIsIUH ¢ PernapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEP)KATEJb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@enepanus
O6mecTBo ¢ orpanndeHHoi oTBeTcTBeHHOCTHIO «J[xKei THIDy (OO0 « ket THID»)

121614, r. Mocksa, BH.Tep.I. MyHUIIMTIATBHBINA OKpyT Kpblnarckoe, yi. Kpeutatckas, 1. 17, k. 3,

Teit. +7 495 726-55-55

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccniickas @enepanus
000 «/IxernTHII»

121614, r. MockBa, BH.Tep.I. MyHHMIMNAIBHBINA OkpyT Kpeinarckoe, yi. Kpeinarckas, a. 17, k. 3,

tei. +7 495 726-55-55

Anpec snekTpoHHO# mouThl: Safetyru@kenvue.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. TIATA TEPBUYHOHN PEIMCTPAIIMM (ITOATBEPXKJIEHHNS PETHUCTPAIIUM,
NEPEPEI'MCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
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0611[3.51 XapaKTCPpUCTHUKA JICKAPpCTBCHHOT' O mperapara Iviyu\puucu\b AOCTyITHA Ha
I/IH(l)OpMaI_II/IOHHOM rmopTraie EBpéBPIﬁCKOFO OKOHOMHYECCKOI'0O COH3a B I/IH(l)OpMaI_[I/IOHHO-

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



