COOTBETCTBYET SKCNEPTHOMY OTHYETY
ot 31.07.2023 N= 14530

(MOCNEAOBATENBEHOCTL 0001)

HHCTPYKIIHUA

IO MEJUITMHCKOMY ITPUMEHEHHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

PerucrpaioHHbIii HOMep:

Toprosoe HaMeHoBaHue: J[HCOJIb.

Hncoin

Me)lc):[y}[apomme HEMATEHTOBAHHOE€ WIH I'PYININPOBOYHOC€ HAUMEHOBAHH € HanI/Iﬂ arerar +

Harpus xmopun.

JlexapcTBeHHasi popMa: pacTBOp /I HHP Y3 UM

Cocras:

1 11 pacTBOpa COJIEPIKUT:
Jeticmeyrowue eeugecmsa
HATpHsl arieTaTa TpUruapar
HaTpUs XJIOPH]I
Benomocamenvroe seujecmso:
BOJA JJISI HHbEKIHNH

HNonubnii coctaB (Ha 1 ;mTp):
Harpuii - non

Xnopua - HoH

Arrerat - HOH

Teope’mtlecxaﬂ OCMOJIAIPHOCTD

-2r
-6T

-0 1

- 127 MMoOJIB
- 103 MMoJIB
- 24 MMOJIB

- 254 MOcMm/ 1.

Omicanue: HpOSpaIIHaH GCCHBGTHaﬂ JKUJKOCTD.

dapMaKoTepaneBTHYeCKasi TPYINIIA: KPOBO3AMEHHUTENH U Mep(y3HOHHBIE paCTBOPHI; PACTBOPHI

AJ1 BHYTPUBCHHOTI'O BBEACHUS, paCTBOPEL, BIIHAIOIIUC HA BOZ[HO-B.H@KTI)O.HHTHBIﬁ Oanamuc.

Kox ATX: BO5SBBO1.
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dapmakosIornyecKoe JeicTeHe (NOCNEACBATENBEHOCTE 0001)

@Dapmarxodunamuxa. KoMOUHHpOBaHHBIH  COJEBOH  pacTBOp JUISL  perujaparaliud |
JIe3UHTOKCUKAIMH. BoccTaHABIMBAeT BOJHO-ISKTPOJIMTHBIM OajlaHC M KHUCJIOTHO-OCHOBHO®
COCTOsSIHHE B OpraHu3Me INpU 00e3BOKUMBaHHMM. IIpensaTcTBYyeT pa3sBUTHIO MeTabOIMUYECKOIO
anu03a, yBelIMuuBaeT Juype3. OKasplBaeT IUIa3MO3aMeNIaloNee, JIe3MHTOKCHKAIIMOHHOE,
perupaTupyomee AeHcTBHE.

(Dapmakoxunemuxa. BreIiBoauTCst MOYKaMH.

Iloxazanusa k TIPpUMEHECHHUIO
l[el“HI[paTaHHﬂ, THIICpKAJIMEMHsA, HHTOKCHKAIlUs Ha (I)OHe 00e3BOKHBAHUSI (Xonepa, ocTpasid

AU3CHTCPHA, ITUIICBaA TOKCI/IKOI/IH(l)CKHPIH).

HpOTI/[BOIIOKaIiaHI/IH
rHHepIIYBCTBI/ITeJ'ILHOCTI) K KOMIIOHCHTaM IIpeIiapara, IHo4YeuyHasa HEeJOCTATOYHOCTh, XpPOHHUUCCKAA

cepacuHadad HEAOCTAaTOUYHOCTD.

C ocTopoXHOCTEIO

FI/IHOKZU'II/IGMI/I?I, 6epeMeHHOCTb, MEpUOa IrpyAHOTO BCKapMJIHMBaHH.

IIpumeHeHMe TIpU GepeMEHHOCTH H B TIEPHO/I TPY/IHOT0 BCKAPMIMBAHUSA

[Ipumenenne mpemapata TpH OepeMEHHOCTH BO3MOXKHO TOJIBKO B TOM cCJydae, Korja
mpe/oiaraeMasi mojb3a JJid MaTepy TMPeBbIMAST MOTCHIHAIBHBIN puck s 1wiona. CreayeT
BO3JICpIKATHCSL OT KOPMJICHHSI TPYAbIO B MEpHOJ NMPUMEHEHHS Tpenapara H3-3a OTCYTCTBHUS

COOTBCTCTBYIOIMHUX KIIHHHYCCKUX TaHHBIX.

Crnioco0 npuMeHeHUs M T03bI

BryTpHBEHHO (CTPYHHO H KaIleJILHO ), 10T KOHTPOJIEM Ja00opaTOPHBIX MOKa3aTeNIeH (3JICKTPOIATHI
Na’, K', CL’, KHCIOTHO-OCHOBHOE COCTOsIHHME KpoBH). COOTHOIIECHHE BBEISHHOM JKHIKOCTH M
JIAype3a ONpeesIoT Kaxaple 6 4. B Teuenne 1 4 mpemapaT BBOJST CTPYHHO, 3aTeM CTPYHHOE
BBCJICHHE 3aMCHSIIOT KalleJIbHBIM, B TeueHHe 24-48 4., co ckopocThio 40-120 kan/mun. Ilepen
BBEJICHHEM pacTBOp mojorpesatoT A0 36-38 °C. PacTBop BBOIST B KOJHUYESCTBAX, HEOOXOUMBIX
JUIS1 BOCCTAHOBJICHUSI 00beMa JKUIKOCTH, TOTEPSIHHON ¢ UCTIPAXKHEHUSIMHU, PBOTHBIMU MacCaMH,
MOYOH, IIOTOM.

IIpu Tsoxenmpix Qopmax 3abolieBaHUN (THITOBOJICMHYSCKHN HH(PEKIIMOHHO-TOKCHUYSCKUH IOK,

JEeKOMIICHCUPOBAHHBIH MeTaOOIMUSCKUN aIli/103, aHYpHUsl) HAUWHAIOT CO CTPYHHOTO BBEJACHUS
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npenapara ¢ ocaeAYIOMHMM HepexonoM K Kameapuomy. |[NOCIEDOBATENEHOCTS 0007)

IIpu OGomnee nerkux dopmax 3aboseBaHUM (MHTOKCHKAIUS M 0OS3BOKHMBAHUE OpraHHU3MA,
MeTa0O0IMYeCKUH alu/03, OJIUTYPHUs) MOKHO OTPAaHUYMTLCS KalleJIbHbIM BBE/ICGHHEM IIperapara.
ITocne ycTpaHeHMsI TUNEpKaJUEeMHHM JajbHeHINas BOJHO-COJIEBas TepalMsl IpPOBOJUTCS
pacTBOpaMH, COJSPIKAIMMH KOMOMHAITUIO JIGUCTBYIOIIUX BEINECTB «KaJUsl XJIOPUA + HATPHUS

areTar + HaTpH:A XJIOpHU UIIH «KaJIUA XJIOPU/T + HaTpHsI I‘H,Z[pOKap6OHaT + HAaTpHUA XIJITOPHUT.

IloGouHoe nelicTBHE

HesxenarenbHble JIGKAPCTBEHHBIC PEAKI[MA TPUBEICHBI B COOTBETCTBHH C KJIaCCHUpHKAIHEH
opranoB u cucteM MedDRA u mepeuunciieHbl 1o yactoTe. YacToTa pasBUTHS HEXKeIATEIbHBIX
peaKIui OnpeIessIeTCs CIeAYIONUAM 00pa3oM:

oueHsb uacto (ot = 1/10), acto (oT = 1/100 no <1/10), Hewacto (ot = 1/1000 no < 1/100), peako
(ot = 1/10000 go < 1/1000), ouens penxo (< 1/10000) (pxiaroyast oT/ieabHbIE COOOIICHUS), YACTOTA
HEHM3BECTHA (10 MMEIOIMMCS JJAHHBIM YCTAHOBHTH YaCTOTY BOZHHKHOBEHHS HE TIPEJICTABIISICTCS

BO3MOJKHBIM).

YacToTa BO3HHKHOBEHH A

C HCTEMHO-OpPran HbIH KJ1acc

HexxenatenbHasn pearuuga

Hapymenus co CTOPOHBI

HMMyHHOfI CHCTCMBI

JacTOoTa HCH3BCCTHA

B HCKOTOPBIX CJIIYYasIX BO3MOXKHO

BO3HHKHOBEHHE 03HO0A

HapymeHmI CO CTOPOHBI cepaLa YHacTOoTa HCH3BCCTHA TaxXHKapaIusa
HapyIHCHHSI CO CTOPOHBI IIOYCK H HacToTa HCH3BCCTHA OTCKH
MOYEBBIBOAIIMX ITyTEH
IlepenozupoBka
CHUMIOTOMBI: TUITOKATUSMUSL, TUIICPHATPHUS MU
Jleuenue: KOpPpEKIMSI DICKTPOJUTHBIX PACCTPOUCTB, KOHTPOJIb YPOBHSA DJIGKTPOJIUTOB B

CBIBOPOTKC KPOBH.

BzaumojeiicTBHe ¢ IPYTHUMHU JIEKAPCTBEHHBIMHU CpeIcTBAMM
[Tpu copMecTHOM IPUMEHEHHUH C JIPYTHMH JICKapCTBEHHBIMHU CPEICTBAMHU HEOOXOIMMO BU3YAIILHO

KOHTPOJIUPOBATh (bapMaI_[eBTI/IIIeCKyIO HECOBMCCTHUMOCTD.

Oco0ble yKkazaHMs
Tepanuio MpOBOJAT MO/ KOHTPOJIEM T'eMAaTOKPHUTA W KOHI[CHTPAIIMH DJICKTPOJIUTOB CHIBOPOTKH
KpoBH. B oOmeM ciywae mpu JeTHApaTAallMé TOKa3aH MPHEM pPACTBOPOB JUIS TEpOpabHOU

peryaparaiiii, U JIMIOb IIPpH HCBO3MOXHOCTH TAaKOI'0 IIpUEMa (l'IO TEM HJIM HHBIM HpI’IIII/IHaM)
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v

BimisiHuie Ha crocoOHOCTH YIIPABJISATH TPAHCIIOPTHBIMH CpeICTBaMM, MeXaHH3MaMH

IIpenapaT He Oka3bIBAaET BIMSHH Ha CIIOCOOHOCTD K BHINIOJIHEHHUIO IOTEHIIMAIBHO OIIACHBIX BUJIOB
JESITeIBHOCTH,  TpeOYIOMUX  IOBBIMIEHHOH  KOHIGHTPAlUH BHHUMAHMS U OBICTPOTHI
IICUXOMOTOPHBIX ~ peakIMi (yIpaplieHHEe aBTOTpAaHCIOpTOM, paboTa ¢ JBHKYI[UMHUCS

MEXaHU3MaMHu).

dopma BBINMyCKa
PactBop misa undy3uit

Ha ppomszsoacrBennor mwromanke OAQO HIIK «9CKOMy. Poccusa, OO0 Konrepa «MHPy,

Poccus. I1o 25, 50, 100, 150, 200, 250, 300, 350, 400, 450 u 500 M B CTEKJISIHHBIC OYTHITKH MapKH
MTO gt kporu, TpaHC(Py3HOHHBIX U HHDY3HOHHBIX MPENapaToB, YKYIMOPEHHBIC M TUIIMHCKUMHU
PEe3UHOBBIMHU MPOOKAMH M3 TePMOIUTACTUYHON PEe3UHBI HAa OCHOBE OYTUIIOBOTO Kayuyka U o0xKaThie
ATIOMUHMEBHIMH  KOJITIAYKAMH WM KOJIAYKaMH  KOMOMHHPOBAHHBIMU  (ATFOMHHHEBO-
TJTACTHKOBLIMU (TIOJIUMIPOTIHIICH)) € KOHTPOJIEM IIEPBOTO BCKPBITHSL.

ITo 25, 50, 100, 150, 200, 250, 300, 350, 400, 450 u 500 mu Bo (pyiakOHBI MOJUMEpHbIE (U3
MOJIUATUJICHA BBICOKOTO JABJICHHS) ¢ 3alasHHOW TOPJIOBUHOM ¢ KPBINMIKAMHU MOJUMEPHBIMH (13
MOJIM3TUIICHA BHICOKOTO JABJICHUS) OJTHO MOPTOBBIMU WJIU JBYX MOPTOBBIMHM WJIH YKYIOPEHHBIE
MEIUITMHCKUMHU PE3UHOBBIMHM MTPOOKAMHU M3 TEPMOIUIACTHUYHOM pe3WHBI HA OCHOBE OYTHUIIOBOTO
Kaydyka U 00KaThle aTFOMUHHACBBIMH KOJIIAYKaMH HJIH KOJIMAYKaMHd KOMOMHHUPOBAHHBIMHE (IO
MHUHHUEBO-IJIACTUKOBLIMH (TTOJUTIPOIIUIICH)) ¢ KOHTPOJIEM MEePBOTO BCKPHITHSL

Ha GyThuiky, ¢iiakoH moJuMEpHbIN (M3 TOJUATHIICHA BRICOKOTO JIABJICHHS ) HAKJIEUBAIOT STHKETKY
13 OyMard STUKSTOUHOW WM MHCUSH, WIM CaMOKJISSIYIOCS DTHKETKY, WIH CaMOKJIESIIYIOCS
STHUKETKY C MeTISH JUIS MO BeNTHBAHMS Oy THIJIKH.

IIo 1 Oytbuike, (pIaKOHY MOJMMEPHOMY € HHCTPYKIIHEH MO MEIUIIMHCKOMY TNPUMEHESHHIO
JICKapCTBEHHOTO Tperapara MOMENIAIOT BO BTOPUUHYIO MOTPEOUTENbCKYIO YIIAKOBKY (Tauka U3
KOpoOOYHOTO KapTOHA).

Ha nmauky HanocST HHGOpMAIHIO 0PCETHBIM CIIOCOOOM IMeUaTH.

ITo 1 ¢pakoHy MOJTUMEPHOMY ¢ HHCTPYKITHEH 110 METHITHHCKOMY MIPUMEHEHHUIO JICKAPCTBEHHOTO
mpernapaTta TOMEIIAloT B MPO3pauHbId MOJMMEPHBIH MakeT (BTOpHYHAS MOTPEOHTENLCKAs yIa
KOBKa). BTOpWYHBIH MakeT H3TOTOBJCH W3 MOJUNPONWICHA WIM TOJUATUICHA BBICOKOTO
naBieHud. Ha makeT HaKJICHBAIOT CaMOKJICSNIYIOCS DTHKETKY WIH HAHOCAT HH(OpMAIHIO

o ceTHBIM CTIOCOOOM TICUATH.
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JloIycKaeTcsl HaHECEHHE TeKCTa HMHCTPYKIIMH TId MeTHIUHCKOMY- B HMeH SHuE fiekapetaeuitoro

f OTHETY

npemnapata Ha MOBEPXHOCTh IMAayKH, MakKeTa IMOJIUMEpHOro. B »ToM ciiydyae, MHCTPYKIUA IO
MEUIIMHCKOMY MMPUMEHEHHUIO JISKAPCTBEHHOTO Mpenapara OT/IeJIbHO He BKJIA/IbIBACTCSL.

Jna ecmayuonapos. OT 1 o 100 6yThUIOK, IakoHOB MOJUMEpHBIX 1Mo 25, 50, 100, 150, 200, 250,
300, 350, 400, 450 u 500 mu1 npenapaTa ¢ paBHBIM KOJIMYECTBOM HHCTPYKIIUHI 110 MEUIIUHCKOMY
MPUMEHEHHIO JICKAPCTBEHHOTO Ipenapara MOMeIaloT BO BTOPHUHYIO VIIAKOBKY - KOPOOKH W3
ropupoBaHHOTO KapToHa ¢/6e3 pemeTKaMH-«THE3TaMi» U3 KapTOHA.

ITo 20, 25, 28, 30, 32, 35, 40 umu 70 OyThUIOK, (JIakoHOB ToJMMEpHBIX 1o 25, 50, 100, 150, 200,
250 mu mpemnapara, o 15, 24, 25, 30 6yThUTOK, (iakoHOB ToJiK- MepHbIX Tio 300, 350, 400, 450 u
500 mn mpemapata ¢ paBHBIM KOJIMYSCTBOM HHCTPYKIIUH MO MEJUIMHCKOMY HPHUMEHEHUIO
JICKapCTBEHHOTO TIperapara MoMeIaoT BO BTOPUIHYIO YITAKOBKY (KOpOoOKH U3 roppHUpPOBAHHOTO
KapToHa ¢/6e3 peleTKaMu-«THe3JaMi» U3 KapTOHA).

Ha npousBoacTeenno# miomaake AO «Dupma Mennoaumepy. Poccus. Ilo 50, 100, 150, 200,

250, 300, 350, 400, 450, 500, 750, 800 wmm 1000 M B caMocCHaJaroIUXcs KOHTeHHepax

MTOJIMMEPHBIX IS HHPY3UOHHBIX pacTBOpOB oJIHOKpaTHOTO NpuMeHeHusa KIIUP uz npospaunoit
MHOTOCJIOMHONW ToJnoIeUHOBON IUICHKH (0e3 MOJUBHHWIXJIOPUIA) C OJHUM HIH JBYMS
OTJIJbHBIMU TTOJIMIIPOTIHICHOBLIMH HHBEKIHOHHBIME TopTamu Tuna SFC, cHaGxeHHbIMU
BKJIQ/IBIINIAMH Y3714 UHBEKIITMOHHOTO U3 MOJUU3OINpPEeHA WU U3 TePMOIUIACTUYHOTO HJIacTOMeEpa,
TepPMETUYHO 3aKPBITHIMU TOJHUIPONUICHOBBIMU KOJMAYKAMU, OOCSCICUHBAIONIUMHA KOHTPOJb
«TIEPBOTO BCKPBITHS.

Kaxxapiit koHTeliHep UMeeT METIIEO JIJIS OB UBAHUS, PE3ePBHBIN 00BeM, IS IOTOJTHUTEIHLHOTO
BBEJICHHUSI JICKAPCTBEHHOTO cpeAcTBa He MeHee 35 % oObema KOHTEHHepa, BO3MOMKHOCTH
WCIIOJIB30BAHHUS CUCTEMBI TSI UH(Y3UHU 6€3 BO3YIIHOTO KialmaHa.

KonTteliHepbl COBMECTHUMBI € JIBYXCTOPOHHEH KaHIOJICH ISl CMEIIUBAHUS PACTBOPOB.

Kaxx/1p1ii KoHTeHHEep YyIAKOBBIBAIOT B IIPO3PAauHbINA BTOPUUHBIN MaKeT.

BTopuuHbIN akeT U3rOTOBJICH U3 MOJIUIPOINUIICHA WIH U3 TOJUATHIICHA BEICOKOTO JIABJICHUSL.
Kontelinepsl BO BTOpUUHOM YIIAKOBKE BMECTE ¢ MHCTPYKIHUSIMH IO METUIIMHCKOMY TIPUMEHEHUIO
JICKAapCTBEHHOTO TIperapaTa B KOJIMYECTBE, PABHOM KOJHYECTBY KOHTEHHEpPOB, MOMEMIAIOT B
TPAHCIIOPTHYIO Tapy (SIIUKU U3 TOQPUPOBAHHOTO KapTOHA).

Jna ecmayuonapos. 1lo 48, 50 unmn 90 koHTeliHepoB BMecTUMOCThIO 50 mut, mo 35, 44 unm 68
KOHTeHHepoB BMecTUMOCThIO 100 Mty o 36 v 46 KoHTeHHEepOB BMecTUMOCThIO 150 wMur; 1o 28
i 40 xoHTelHepoB BMecTUMOCThIO 200 Mt o 24, 28, 34 wim 36 KOHTeHHEPOB BMECTUMOCTBIO
250 s, mo 20 wim 28 koHTelHepoB BMecTHMOCThIO 300 mur, mo 18 unm 24 koHTeHHepa
pMecTUMOCThIO 350 mur, mo 16 wim 22 koHTeliHepa BMecTUMOCThIO 400 mut, mo 14 unm 22
KOHTeHHepa BMecTUMOCThIO 450 mut; o 12,18 mim 20 koHTelHepoB BMecTUMOCThHEO 500 MIT; 110 8
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WK 12 KOHTeHHEPOB BMeCTHMOCTBIO 750 Mit; 1ol 7, 10 mik 12 Kéudeimepss bardctuiodtnibl 800

M, TI0 6, 9 uinu 12 koHTeliHepoB BMecTUMOCTHIO 1000 MIT U3 osTHosepUHOBOH TIICHKH MTOMETAI0T
BO BTOPUYHYIO YIAKOBKY - SIIIUKH U3 TOPPUPOBAHHOTO KapTOHA.

Ot 1 1o 90 monmumepHbIX KoHTeMHepoB mo 50, 100, 150, 200, 250, 300, 350, 400, 450, 500, 750,
800 u 1000 M mpemapaTa yIaKOBHIBAIOT BO BTOPHYHYIO YIIAKOBKY SITUKH U3 TOQPUPOBAHHOTO
KapTOHa.

B amuk ¢ KoHTeHHepaMHM BKJIAJBIBAIOT HHCTPYKIHH 110 MEJUIMHCKOMY IIPHMEHEHUIO

JICKAapCTBCHHOTO IIpCIiapaTa B KOJIHYCCTBE, PABHOM KOJIHYCCTBY KOHTCﬁHGpOB.

Yceaosus XpaHeHUA

IIpu remnepatype He Boimie 25 °C. XpaHuTh B HEJOCTYITHOM JUUISI ISTEH MecCTe.

Cpoxk rogHocTn

3 roga. He npuMeHATH O HCTECUSHUHU CKOpPA TOAHOCTH.

VeloBuA OTIyCKa
OTHycKaroT 1o pelenTy.

I[JI?[ CTalquoOHAapPOB.

IIpousBoMTEIH:

1. OTKpbITOC aKImoHepHOE o0mecTBo HayuHo-npou3BoicTBeHHbIN KoHIepH « 9CKOM»
(OAO HIIK «2CKOM»),

Poccus, 355035, CraBpomnonsckuii kpaii, 1. CtaBponoib, mocce CtapomapbeBckoe, 1. 91
Ten.: +7(8652) 94-68-08.

e-mail: info@escom.group

2. O0miecTBO ¢ orpaHuueHHON oTBeTcTBeHHOCThIO Kontiepn « MUP» (OO0 Konnepu « MUP»),
Poccus, 355035, CraBpononbsckuit kpaid, r. CraBpomnoJib, mocce CtapomapbseBckoe, 1. 910
Ten.: +7(8652) 28-18-77.

e-mail: info@concernmir.com

3. AO «@upma Meamomumep»

Poccus, . Cankr-lletepOypr, UHIyCTpHATBHBIN POCTIEKT, 1. 86, TUT A, mut b.

Ten.: +7(812) 240-05-75.

e-mail: medpolymer@medp.spb.ru
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Bi1ajetelr perscTpalgioHHOro YI0CTOBEPeH s 0 praHua s, FprHvaTo ias TEpeTefiaiin:

OOGIIeCTBO ¢ OTPAaHUYESHHOHN OTBETCTBEHHOCTRIO XUMHUKO (hapMalieBTHISCKUH KoHIepH « MU P»
(000 XDK «MHP»),

Poccus, 355035, CraBpononbckuii kpaid, r. CtaBpomnoJib, mocce CtapomapbeBckoe, 1. 91,
nomeir. 43.

Ten.: +7(8652) 94-68-14,

e-mail: MIR 026(@bk.ru



