COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 23.07.2025 N2 18360

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Harpus xnopun, 0,9 %, pacTBopuTenb A HPUTOTOBICHMS JICKApCTBEHHBIX (opM s
UHDBEKLIUHN.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByro1ee BEUIECTBO: HATPUS XJIOPU.

Kaxnplif M npenapaTta cofepxuT 9 Mr HaTpus XJIOpUAA.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIESCTB MPUBEICH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOpuTENH 111 PUTOTOBICHUS JIEKApPCTBEHHBIX (opM it uabekuuit 0,9 %.
ITpo3paunast GecuiBeTHas! )KUAKOCTb.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

PactBopenue u pa3BesieHUE JIEKAPCTBEHHBIX IIPENapaToB

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 MTPUMEHEHUSsI

Pexxum 103upoBaHus

[TpuroTtoBneHNe pacTBOPOB JICKAPCTBEHHBIX IMPENApaTOB C HCIOJb30oBaHWeM Hatpus xyopuia
PACTBOPUTEIIS JUTsI IIPUTOTOBIICHUS JICKAPCTBEHHBIX (hopm st mabekmuii 0,9 % ocymecTBisercs
B aCENTHYECCKHX YCIOBHSX (BCKPBITHE aMITyJl, HAlOJIHEHHE IIIPULlA W EMKOCTEH ¢
JIeKapCTBEHHBIMU TipenapaTtamu). [IyTh BBeeHHS U KoMnuecTBO Hatpus xyiopuaa pacTBOpUTENs
JUTSL TIPUTOTOBJICHHUS JIEKapCTBEHHBIX (hopMm st mHBEKIHA 0,9 % ¢ 1enbi0 TPUTOTOBICHUS
pacTBOpa KOHKPETHOTO IperapaTta ONpeaesieTcss MHCTPYKIUEH M0 MPUMEHEHHIO TIOCIICIHErO
WM B 3aBUCUMOCTH OT CUTYaIlUU — BPA4uOM.

Cnooco0 rmpuMeHeHus

ITogkoXHO, BHYTPUMBIIIEYHO, BHYTPMBEHHO IIOCJIIE€ pAacTBOPEHUS WM  pa3BeACHUS
JIEKAPCTBEHHBIX IIPENAapaToB.

Cnoco6 [IPUMEHEHUS OIpeaenseTcs UHCTPpYKLUEH o IIPUMEHEHUIO
pacTBOpseMBbIX/pa30aBiIsieMbIX JIEKAPCTBEHHBIX MPENapaToB UM B 3aBUCUMOCTH OT CUTYallMH —
Bpa4yOM.

eTH

B0O3MOXHOCTE NIPUMEHEHHS Yy JETE€H ONpPENeNAeTCs HMHCTPYKLIUEH II0 IPUMEHEHHUIO TOr0
JIEKapCTBEHHOT'O IpenapaTa, /Ui paCTBOPEHUS MU pa3BeJeHHsI KOTOPOro OyaeT MPUMEHSThCS

pacTBOPHUTEITb.



COOTBETCTBY

4.3. [IpoTuBONOKA3aAHUS

He mpumenste Hatpust xmopua pacTBOpHUTENh Ui MPUTOTOBJICHUS JIEKAPCTBEHHBIX (HOpM st
unbekuil 0,9 % 11t pacTBOpEeHUs M pa3BelIeHUs JIEKAPCTBEHHBIX IPENaparoB, A KOTOPHIX B
KauyecTBe 00513aTEIbHOTO yKa3aH JAPYroil pacTBOPUTEINb.

4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

[lepen pacTBopeHueM/pa3BeeHUEM JEKAPCTBEHHOTO IMpenapara B U30TOHUYECKOM pPacTBOpPE
HaTpUs XJIOpHUJA CJIEAYEeT BHMMATEIbHO O3HAKOMUTHCS C HMHCTPYKUMEH IO NPUMEHEHUIO
JIEKapCTBEHHOI0 mpemnaparta. [IpuroToBieHHBII pacTBOpP JIEKAPCTBEHHOTO CPEACTBA CIEAYyET
UCIIOJIb30BaTh HE3aMEMJIUTEIbHO, XPAaHEHUI0 He MOMIeKUT. OCTaTKU HEUCNOJIb30BAHHOIO
pacTBOpa MOJUIEKAT YHUUTOKEHUIO.

4.5. B3aumMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMM INpenaparamMum W JApyrue BH/bI
B3aNMOJAeHCTBUSA

[Ipy cmemmBaHWM C JPYTMMH JIGKAPCTBEHHBIMHU MpenaparaMd HE0OXOIMMO BHU3YalIbHO
KOHTPOJIUPOBAaTb COBMECTUMOCTh (TEM HE MEHEE BO3MOXKHA HEBHJMMAas U TepaneBTUYECKas
HECOBMECTUMOCTH). COBMECTUM C KOJUIOUIHBIMU T€MOIMHAMUYECKUMU KPOBE3aMEHUTEISIMHU.
4.6. DepTHIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

B0o3MOXXHOCT TpUMEHEHHS HpU OEpeMEHHOCTHM U B IMEPUOJ TPYIHOTO BCKAPMIMBAHUS
ONpeNesieTcss HWHCTPYKIMEH MO0 MPUMEHEHHMIO TOro JIEKapCTBEHHOrO Ipernapara, Jis
pPacTBOpEHHS WK Pa3BEACHUS KOTOPOTO Oy/IeT MPUMEHSATHCS PaCTBOPUTEb.

4.7. Bunsinue Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMH H padorarh ¢
MeXaHNU3MaMH

BnusHue Ha CHOCOOHOCTH K BBINOJHEHUIO MOTEHLHUAIbHO OMNACHBIX BHJIOB JAESTEIBbHOCTH,
TPeOYIOMMX TOBBIIIEHHON KOHIIEHTPAIIMM BHUMAaHHUS U OBICTPOTHI MCHUXOMOTOPHBIX PEaKIIHil
(ynpaBieHue TpPaHCIOPTHBIMH CpEICTBaMHU, PaboTa ¢ IBMKYHIUMHCS MEXaHH3MaMH, paboTa
JTUCTIeTuepa, ormepaTopa) ompenensercs (apMakoIornuyecKuMu 3PdeKkTaMu U BO3MOKHBIMU
HE)KeNaTeJIbHBIMU PEaKIMsIMU OCHOBHOT'O JIEKAPCTBEHHOTO TMpernapara, JUisi pacTBOPEHUS WU
pa3z0aBieHMs] KOTOpPOTO HCIOJIb3YeTCs M30TOHMYECKMHM pacTBOp HaTpus XJopuaa HpU
MPUTOTOBJIEHUU PACTBOPA JJISI UHBEKIUH.

4.8. HexxesnaTesibHbIC peaKIUU

[Ipu wucnonb3oBanuu pactBopa Hatpus xjopuga 0,9 % B KkadecTBe pacTBOPHUTENS
JIEKapCTBEHHBIX IMIpernapaToB NpoQuiIb HEXKeNaTelbHbIX peakuil 3aBUCUT OT OCHOBHOIO
JIEKApCTBEHHOIO Mperapara.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01maTh 0 M0J03peBaEMbIX HEXKENATENbHBIX PEAKLUAX MOCIEe PErMCTPaLuu IIpenapara

C ICIBIO obecreueHus HCIIPEPLIBHOI'O MOHUTOPHHIAa COOTHOLICHUA «I10JIb3a — PHCK»
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JIEKapCTBEHHOT'0 npernapara. MeauImHCKuM pa 60THHKa{1u I%G-K-J)Méﬂg%@gﬂragﬁ' g:ﬁ%bmx

MOJI03PEBACMBIX HEXKEIATENbHBIX PeaKIUsIX JIEKAPCTBEHHOrO Mperapara yepe3 HallMOHaJbHbIE
CHUCTEMBI COOOIICHHS O HEXKENAaTeNbHbIX pEaKUUsAX TOoCyJapcTB-4iIeHOB EBpa3zuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanus

®denepanibHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

109012, r. Mocksa, CraBsiHCKasl IIIoaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

Pecny6mnuka benapychb

VII «lleHTp 3KCepTU3 U UCTIBITAHUI B 3APAaBOOXPAHEHUN

220037, r. Munck, nep. ToBapuiieckuid, 2a

Tenedon/dakc: +375 (17) 242-00-29

OnexTpoHHas noyra: repl@rceth.by

Caiit B nHbOpMaIMOHHO-TENIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»: https// www.rceth.by

4.9. Ilepeno3upoBka

[Tpu npumenenun pactBopa Hatpus xyuopunaa 0,9 % B KauecTBe pacTBOPUTENS JIEKAPCTBEHHBIX
MpernapaToB CUMIITOMBI TIEPEO3UPOBKH 3aBUCIT OT OCHOBHOTO JIEKAPCTBEHHOT'O TIperapara.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TpyIIa: Mpovyre HenedeOHbIe CPeICTBA; PpACTBOPUTENH U
pa30aBUTENHN, BKIIOYAsi HPPUTAILIMOHHBIE PACTBOPHI.

Koxg ATX: VO7AB

dapmakoagnaammudeckue YO PEeKTol

PactBop Harpus xnopuza 0,9 % u30TOHMYEH IIa3Me KPOBHM ueloBeka. B Manbix oObemax
UCTOJBb3YeTCsl B KauecTBE pACTBOPUTENS [UIl IPHUTOTOBIEHUS HMHBEKLMOHHBIX pPacTBOPOB
JIeKapCTBEHHBIX CPE/CTB.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

DJIMMUHALMS

BriBoguTcs nmoukamu.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bona mis nHbeKIi


mailto:pharm@roszdravnadzor.ru
http://roszdravnadzor.ru/
mailto:rcpl@rceth.by
http://www.rceth.by/
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6.2. HecoBMecTHMOCTL

[lpy cMmemmBaHUM C JPYTMMHU JIGKAPCTBEHHBIMH MperaparaMd HEOOXOOUMO BHU3YaJbHO
KOHTPOJIUPOBAaTb COBMECTUMOCTh (TEM HE MEHEE BO3MOXKHA HEBHMJMMAas U TepaleBTUYECKas
HECOBMECTUMOCTH).

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

5 ner.

[TpuroToBIEHHBIN PACTBOP JIEKAPCTBEHHOI'O CPEJICTBA CIEAYET UCII0JIb30BaTh HE3aMEUIUTEIBHO,
XPaHEHUIO He TOJICKUT.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

XpaHuTb 1pu Temreparype He Boie 25 °C.

6.5. XapakrTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

[To 1 mu1, 2 My U 5 MJT B aMITyJIbI U3 CTEKIIA.

[To 10 ammyn ¢ AMCTKOM-BKJIABIIIEM, CKapU(PUKATOPOM aMITyJIbHBIM B MAuKe WM KOpPOOKe U3
kapToHa. llpu ymakoBke ammys, HMMEIOIIUX KOJBLO H3JIOMa WM TOYKY JUIsl BCKPBITHS,
cKkapu(UKaTOp aMITyJIbHBIN HE BKJIAJIBIBAIOT.

[To 5 ammyn B kacceTHOW KOHTypHOU ymakoBke. [lo 2 kacceTHble KOHTYpHBIE YIIAKOBKHU C
JUCTKOM-BKJIAJIBIIIIEM B TIAUKE U3 KapTOHA.

Bo3moxHa KOMIUIEKTalUsl C WHBEKIUOHHBIMHM IpemnapaTamu mpousBojctBa «AO «HIIO
«Muxporen».

He Bce pa3mepsl ymakoBOK MOTYT ObITh JOCTYITHBI JIsl pEaJIU3allHiH.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH TNPH YHMYTOKEHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXO0J0B, TMOJYYeHHBIX IOcjde NpPUMEHEeHUus:
JIEKapCTBEHHOI'0 Npenapara v Apyrue MaHuMyJIsiiMU ¢ NpenapaToM

Oco0Oble Mepbl MPENOCTOPOKHOCTU TPU YHUUYTOKEHHUU MCIIOJIB30BAaHHOTO JICKAPCTBEHHOTO
npernapara ONpeAessaoTCs MHCTPYKIMEW TOro mnpenapara, Ul pacTBOPEHHs WM pa3BeleHUs
KoToporo Oyner mnpumeHsTbcss Hatpus xmopua. OcCTaTKd HEHUCIOJIB30BAaHHOTO pacTBoOpa
MOJJIEXKAT YHUUYTOKEHUIO.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S

Poccuiickas ®enepanus

AO «HITO «Muxkporen»

115088, r. Mockaa, yiu. 1-s Jlyoposckas, . 15, cTp. 2

ten. (495) 710-37-87

e-mail: info@microgen.ru


mailto:info@microgen.ru
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7.1. llpencraBuTeib AepKaTessi PerucTPalMOHHOIO &EL‘)%%OEM&TEHEHG CTb 0003)

IIperen3uun norpedbuTeieil HAOPABIATH 110 AIPECY:

Poccniickas @enepanus

AO «HIIO «Muxporen»

115088, r. MockBa, yi. 1-s Jlyoposckas, 1. 15, cTp. 2
ten. (495) 710-37-87

e-mail: info@microgen.ru

8. HOMEP PEITUCTPALHIUOHHOI'O YAOCTOBEPEHUA

JITT-Ne(001316)-(PT-RU)

9. JATA TIEPBUYHOM PEIMCTPAIIMM (IIOATBEPXKJIEHWUSI PETHCTPALIUM,
HEPEPEIT'UCTPALIUN)

Hara nepsoii peructpanuu: 17.10.2022

10. JATA HEPECMOTPA TEKCTA

OOmass xapakTepuUCTHKa JIEKapCTBEHHOro nmnpenapara Hartpus xsopun pgocTynHa Ha
uH(GOPMallMOHHOM TMopTaje EBpa3suiickoro HSKOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHHKAIMOHHO# ceTu «HTepHeT» https://eec.eaeunion.org/.


https://eec.eaeunion.org/

