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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Bopna n1ns uHbeKuii, pacTBOPUTENH 7Sl IPUTOTOBIICHUS JIEKAPCTBEHHBIX (DOPM JUTSI UHBEKITHHA.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByroniee BEMIECTBO: BOJA.
Kaxapiit M1 pacTBOpUTENS COACPKUT 1 MIT BOJIBI JIsl UHBEKIUMN.

BcrniomoratenbHble BEleCTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHASA ®OPMA

PacTtBOpHTENb U1 NPUTOTOBICHUS JIEKAPCTBEHHBIX (POPM IS MHBEKIINH.

Hpo3paqHa;I 6€CI_[B6THa${ KHNIKOCTH 0e3 3amaxa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHH IO

[IpenapaT nokasaH K IPUMEHEHUIO y B3pocibIX U aetei oT 0 1o 18 ner.

PactBopenue U pasBeneHHE  JIEKAPCTBEHHBIX  IIPENApaToB JUIsl HUX  [apEHTEPAJIbHOIO
(MHBEKIIMOHHOTO/MH(Y3MOHHOTO) BBEICHUS HETIOCPEICTBEHHO MEePe/ MPUMCHCHHUEM.

[TpuMeHsieTcs ¢ 1eNbI0 IPUTOTOBICHHSI CTEPUIIBHBIX HH(Y3MOHHBIX U MHBEKIIMOHHBIX PACTBOPOB U3
MTOPOIIKOB, TUO(UIN3ATOB U KOHLIEHTPATOB.

4.2. Pe:xum 103MpOBaHus M c10CO0 MPUMeEHEHHUs!

PexxuM o3upoBaHus

Jlo3a npenapara, CKOpOCTb BBEICHUS U NPOAOJKUTEIBHOCTb TEPANIUU ONPEAEIAI0TCS HUHCTPYKLIIUEH
10 IPUMEHEHHIO PaCTBOPSIEMbIX/pa30aBisieMbIX MPENapaToB B KaXKA0M KOHKPETHOM CIIy4dae.

Cnoco0 nmpuMeHeHus

Crioco0 nmpuMeHEeHHs ONpeeNseTcss HHCTPYKIUEH 0 MPUMEHEHHUIO pacTBOPSEMbIX/pa30aBisieMbIX
JIEKAPCTBEHHBIX IIPENAPATOB B KAJKIOM KOHKPETHOM ClIyYae.

4.3. IlpoTuBoONOKa3aHUS

He npumeHsaTh 1711 pacTBOpPEHMsS] M pa3BelIEHUS JIEKApPCTBEHHBIX MpenapaToB, JUIsl KOTOPHIX B
KayecTBe 0053aTeNbHOI0 YKa3aH JAPYroi pacTBOPUTENb.

4.4. OcoOble yKkazaHus U MepPbl MPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

BO,Z[y JIUISI UHBEKLIMH HE CMEIIMBAaIOT ¢ MaCISIHBIMHU pacTBOpamMu IJisd HHBEKITHIA.

Boma st wHBEKIMIA HE MOXKET OBITh TPSIMO BBEJEHA BHYTPHUCOCYIHCTO W3-3a2 HHU3KOTO
OCMOTHYECKOTO JaBlieHus (pUCK remomnu3al).
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JlexapCcTBEHHBIE CPEJCTBA, KOHIEHTPAIMS KOTOPBIX z[omKHér%rﬁI:TIj :s'lbfr_[ﬁ'éy:[eﬁell—h{_ﬁﬁf‘ FDAHAIAX,

pa30aBIAIOT BOJIOM ISl MHBEKLIMH TOJBKO B YKa3aHHBIX Mpeesnax. [Ipu HapyleHnn repMeTHYHOCTH,
IIOMYTHEHUH COAEP>KUMOr0 aMITyJly He ClIeAyeT UCI0Jb30BaTh. OCOOBIN KOHTPOJIb 32 KOJUYECTBOM
BBOJIMMBIX PACTBOPOB, NMPHUTOTOBJICHHBIX C HCIIOIb30BAaHMEM BOJBI JJIsi MHBEKLUH, Tpedyercs y
HOBOPOXKJICHHBIX M MAJIGHBKHUX JETeH, y KOTOpPBIX Jake€ IpU BBEJEHUM HEOOJIbIINX O0OBEMOB
BO3MOYKHBI HAPYIICHUS BOIHO-JIEKTPOIUTHOTO OanaHca.

4.5. BzaumojeiicTBUe ¢ JAPYIrMMH JIeKAPCTBEHHbBIMH IpenapaTamMM W Jpyrue BH/bI
B3aMMO/1eliCTBUA

[Ipn cMmemmBaHUM C JPYrUMH JIEKAPCTBEHHBIMU cpeAcTBaMHu (MH(GY3HOHHBIE PacTBOPHI,
KOHIICHTPATHI JUIs1 IPUTOTOBICHHS HH(Y3HOHHBIX PACTBOPOB; HHBEKITMOHHBIE PACTBOPHI, IIOPOILKH,
CyxHe BelIeCTBa JUIsl MPHUTOTOBICHHUS WHBEKUMOHHBIX PACTBOPOB) HEOOXOAMM BU3YaJIbHBII
KOHTPOJIb Ha COBMECTHMOCTb (MOXET UMETh MECTO (papMareBTUYECKasi HECOBMECTHMOCTB ).

4.6. ®epTHIBLHOCTH, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTH

[Ipumenenue npu GepeMEHHOCTU OMpeNeNsieTcs HHCTPYKIMEH TOro mpemnapara, A pacTBOPEHHS
WJTU pa3BeJIEHUs KOTOPOTo Oy/IeT MPUMEHSTHCS BOAA JIJISl MHBEKIIHM.

JlakTanus

[IpuMeHeHue B IEprO Py IHOTO BCKAPMIIMBAHMS OIIPEAEIIAECTCS HHCTPYKLMEN TOrO Iperapara, Ui
pacTBOPEHUs UJIM pa3BEACHUs KOTOPOro OyJIeT NPUMEHATHCS BOAA 111 MHBEKLUH.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAMHM H paGOTaTL C
MeEXaHU3MaMHu

BnusHue Ha CcHOCOOHOCTh K BBINOJIHEHHUIO MOTEHLMAJIBHO OINACHBIX BUJIOB JESTEIBbHOCTH,
TpeOYIOLMX IOBBIIIEHHOW KOHIEHTpallMd BHUMAaHMA M OBICTPOTHI INCHUXOMOTOPHBIX peaKIUl
(ynpaBlieHHE TpPaHCIOPTHBIMU CpEICTBaMHU, paboTa C JBIXKYIIMMHUCA MeXaHM3MamH, paboTa
JMCIIeTYepa, orepaTropa) onpeaesiseTcs: CBOMCTBaMM JIEKapCTBEHHOIO Ipernapara, JUlsi pacCTBOPEHUs
WM pa3BeJIeHusl KOTOPOro OyeT MPUMEHSATHCS BOJA JJI MHBEKIUH.

4.8. HexkesaTeibHbIe peaKkIUH

Pe3romMe HexenaTenbHBIX DEAKIIN

HexenatenbHble  peakUMM — ONPENETSAIOTCS  BO3MOXKHBIMM — HEXKENATEJIBHBIMU  pEaKLUsIMU
JEKapCTBEHHOIO IIpenapaTa, Ui PAacTBOPEHMs WU Pa3BEJCHHUs KOTOPOro ObUI HCIIOJIb30BaH
pacTBOPUTEITb.

Coo0011eHre 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIIUIX

Baxxno coo0mare O TMOAO3pEBAEMBIX HEXKENATeIbHBIX pEaKUUsAX IOCle PEerucTparuu
JIEKapCTBEHHOI'0 TIperapara C LeJbl0 OO0ecreueHus: HEeNpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oNb3a — PHCK» JIEKAPCTBEHHOTO TMpenapata. METUIIMHCKAM paOOTHUKAM pPEKOMEHIYEeTCs
CO00IIaTh O JHOBIX MO/I03PEBAEMBIX HEXKENATeIbHBIX PEaKIMIX JIEKAPCTBEHHOIO Mpernapara uepes
HAI[MOHATILHBIE CHCTEMBI COOOIIEHUS O HEXKeIaTeNbHBIX pEeaKIUsiX TOCyJapCcTB — UJICHOB
EBpa3niickoro 5KOHOMHU4ECKOr0 COK3a.

Poccuiickas @enepauus

denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast miionianib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03
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SrexrponHas noura: pharm@roszdravnadzor.gov.ru (NOCNEOCQBATENEBHOCTL 0000)

CaiitT B mHGOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI

[Tocne BBemeHust OONBIIMX OOBEMOB THUIOTOHHYECKHX pACTBOPOB, B KOTOPBIX B KayecTBE
pacTBOpuTeIIs/pa30aBUTENs HUCIONB30BANach BOJa Uil MHBEKLUUH, MOXET pPa3BUTbCA TIE€MOJIM3.
[lpu3Haku ¥  CHMITOMBI  TEPEIO3UPOBKM  TakkKe OyAyT CBs3aHBI CO  CBOMCTBaMU
pacTBOPEHHOI0/pa30aBICHHOIO JIEKAPCTBEHHOIO IpenapaTa.

Jleuenue

[Ipu cnyyaiiHOW Meperno3UpOBKE JIEYEHHE TOJKHO OBITh MPEKpalIeHO, a MAlUeHT JOKEH OBITh
o0ciieoBaH Ha TMPEIMET BBISIBJICHUS COOTBETCTBYIOIIUX MPU3HAKOB M CUMITOMOB, CBSI3aHHBIX C
BBEJICHUEM PACTBOPEHHOr0/pa30aBIeHHOrO JIEKApCTBEHHOro mpemaparta. HaOmonenue 3a
MalUEHTOM CJIEAYeT IPOBOUTH JI0 Pa3peUICHUs CHMIITOMOB.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHne CBOCTBA

(DapMaKOTepaHeBTI/I‘ICCKaﬂ rpyimma: mpo4iue HeJle4yeOHbIe cpeacrBa, paCTBOpPUTCIN U pa36aBI/ITCJ'II/I,
BKJIIO4Yas1 HPppUTralifuOHHBIC paCTBOPHI.

Kon ATX: VO7AB

MexanusMm aeiicteus U hapMmakoauHaMmuueckue dhheKThl

BO,Z[a JJIA I/IH'beKI_[I/Iﬁ HC O6J'Ia,Z[aeT Q)apMaKOHOFH‘ICCKOI;'I AKTHUBHOCTBIO. HCHOJ’ILSyeTCH B Ka4YCCTBC
PaCTBOPUTCIIA U NPHUMCHACTCA OJIA IMPUT'OTOBJICHUSA I/IH(1)Y3I/IOHHI)IX N MHBCKIHWOHHBIX paCTBOPOB,
o0OecrnieunBasi ONTUMAJIbHBIC yCJIOoBUA OJi1 COBMECTHUMOCTH U B(I)(beKTI/IBHOCTI/I CY6CTpaTOB Hu BOJBI.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

[Ipu BBen€HMM TOCTOSHHO 4YEpPENyIOLIEHCS BOJBI M AJIEKTPOJIUTOB MOAJIEPKAHUE TOMEOCTasa
OCYILIECTBIISIETCS TOYKAMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BellIECTB

OTCyTCTBYIOT.

6.2. HecoBmecTHMOCTH

IIpy cMemmMBaHUM C JPYTUMH JIEKApPCTBEHHBIMH CpeAcTBaMH (MH(Y3UOHHBIE pPacCTBOPHI,
KOHILEHTPATHI JIsl IPUTOTOBIIEHUSI MH(Y3UOHHBIX PACTBOPOB; MHBEKIIMOHHBIE PACTBOPHI, TOPOLIKH,
CyXHM€ BeIeCTBa JJsI MPUIOTOBIICHHS HWHBEKLIMOHHBIX pPAcTBOPOB) HEOOXOIUM BH3YaJIbHBIN
KOHTPOJIb Ha COBMECTUMOCTH (MOXKET UMETh MECTO (hapMalleBTUYECKasi HECOBMECTUMOCTD ).

BO,Z[y JIISI UMHBEKLIUH HE CMEIIMBAIOT ¢ MAaCIIHBIMHU pacTBOpaMu IJisd HHBEKITHIA.


mailto:pharm@roszdravnadzor.gov.ru
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6.3. Cpok rogHocTH (CPOK XpaHEHUA)

3 roxa.

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NPH XPAHEHUH
Xpanuts npu Temnepatype He Boie 25 °C. He 3amopaxuBarts.
6.5. XapakTep u coaepkaHue YNIAKOBKHU

ITo 1 M, 2 mut, 5 mut unm 10 mut penapara B aMITyJibl OE€CIIBETHOTO HEUTPAIBLHOTO CTEKIIA MEPBOTO
T'MJIPOJIMTUYECKOr0 Kilacca ¢ I[BETHON TOYKOW M HAaCEUKOH WM ¢ LBETHBIM KOJIbLIOM M3i0Ma. Ha
aMIIyJIbl JOIIOJIHUTEIBHO MOKET HAHOCUTHCS OJTHO LIBETHOE KOJIBLIO.

[To 5 ammyn momMenialoT B KOHTYPHYIO STYEUKOBYIO YIIAKOBKY U3 IMJIEHKH MOJMBUHUIXJIOPUIHOM.

1 unu 2 KOHTYpHBIE SIUEHKOBBIE YIIAKOBKM BMECTE C MHCTPYKLHEH 110 MEAULIMHCKOMY IPUMEHEHUIO
MIOMENIAIOT B KAPTOHHYIO YIAKOBKY (IauKy).

VYnakoBka B kopo0: 505 ammys BMeCTUMOCTBIO 1 Mt witu 2 mut, wiin 270 ammys1 BMECTUMOCTBIO 5 M,
win 180 ammyn BMecTUMOCTBIO 10 MIT MOMEIIaroT B KOPOO TMIIACTUKOBBIN UM KapTOHHBIM.

6.6. OcoObie Mepbl NPEI0CTOPOKHOCTH MPH YHUUYTOKEHUH MCII0JIH30BAHHOIO JIEKAPCTBEHHOT0
npenapara Wid OTXO/0B, MOJYYEeHHBIX MOCJe MPUMEHEHHs] JeKAPCTBEHHOr0 mpemnapara u
ApPyrue MAHUMYJISINUHU ¢ MPpenapaToM

OcoObie Mepbl MPEAOCTOPOKHOCTH TMPH YHUUYTONKEHUH HCIOIB30BAHHOTO JIEKAPCTBEHHOT'O
rpenapara OINPEeACNSIIOTCS HWHCTPYKIMEW TOro IMperapara, JJis pPacTBOPEHUS WU pa3BEICHUS
KOTOpOTo Oy/IeT MPUMEHATHCS BOAA JUISl UHBEKIIUH.

[Ipurorosnenue pacTBOPOB JIEKAPCTBEHHBIX CPEACTB C IPUMEHEHUEM BOBI U1l HHBEKIUN JOJIKHO
OCYILECTBIATHCS B ACENITUYECKUX YCIOBUAX (BCKPBITUE aMITyJl, HAllOJIHEHUE IIIPULIA U EeMKOCTEH ¢
JIEKapCTBEHHBIMU TperapaTaMu).

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccus
00O «ATonn»
445351, Camapckas o0:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.

7.1. IlpeacTaBUTe/Ib €pPAKATEIsI PErHCTPALHOHHOIO Y10CTOBEPeHUsl

[IpeTeH3uu noTpeOuTENCH HAIPABIATh IO aApeECy:

Poccus

000 «O30H»

445351, Camapckas 0611., 1.0. XKurynesck, r. JKurynesck, yi. ['mapocrpourenei, . 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPALHIUOHHOI'O YAOCTOBEPEHUA



mailto:ozon@ozon-pharm.ru
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0000)

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIEITY.

OO6mrasi xapakTepUCTUKA JICKAPCTBEHHOTO Tpernapara Boja s MHBEKIMA JOCTYIIHA B CIHMHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3niickoro ’KOHOMMYECKOIO COK03a U HA
ouIMaILHOM caire YIIOJIHOMOYEHHOI'O oprasa (3xcriepTHOM OpraHU3AIINH )
https://eec.eaeunion.org/.
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