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OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOPO TIPEITAPATA 7002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Bona s uHbeKIMid, pacTBOPUTEND AJISl IPUTOTOBJICHHUS JIEKAPCTBEHHBIX (POPM JJIs1 MHBEKIUI
2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleicTByrOIIEE BEIECTBO: BOJA.
Kax b1l M pacTBOpUTENS COAEPKUT | MIT BOJIBI ISl UHBEKIUM.
BcnoMorarenpHbI€ BEIIECTBA OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA

PacTBoputens A NpUroToBIEHUS IEKAPCTBEHHBIX (POPM /17151 MHBEKIIHIL.
[Ipo3paunas O6ecLBeTHas KUAKOCTh O€3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Ilokazanus K IpUMEHEHUIO

[Ipenapat nokasan K IPUMEHEHUIO Yy B3pOCIBIX, 1eTel B Bo3pacte oT 0 1o 18 ser.

PactBopenne u pas3BeleHHE JIEKAPCTBEHHBIX MpenaparoB [Uid HX [apeHTepaIbHOro
(MHBEKIIMOHHOTO WM HMH(Y3UOHHOTO) BBEICHUS HEMOCPEICTBEHHO Iepe]] NPUMEHEHHUEM.
[Ipumensiercst ¢ 1eNbl0 TNPUTOTOBJICHUS CTEPUWIbHBIX WH(QY3HOHHBIX U HHBEKIHUOHHBIX
pPacTBOPOB U3 NOPOIIKOB, JIMO(DUIN3ATOB U KOHIIEHTPATOB.

4.2. PexxuM 103UPOBAHUS M CTIOCO0 MPUMEHEHUSA

PexxuM 103MpOBaHHSA

Jloza mpemapata ©W TMPOJOJDKHTEIBHOCTh TEpPAllMd  OMPENEISAIOTCS WHCTPYKIMEH 10
MEJIMIIMHCKOMY TMPUMEHEHHUIO PACTBOPSIEMBIX/pa30aBisieMbIX JICKAPCTBEHHBIX IIPENapaToB B
KaXJIOM KOHKPETHOM CITy4ae.

Cnoco0 npuMeHeHus

Croco6 mpuMEeHEHHUsI U CKOPOCTh BBEICHUS OMPEICISIIOTCS HHCTPYKIMEH MO0 MEIUIIMHCKOMY
MPUMEHEHHUIO  PACTBOPSIEMBIX/pa30aBlIIeMbIX JICKAPCTBEHHBIX TMPEMapaToB B  KaXKIOM
KOHKPETHOM cClTydae.

4.3. [IpoTuBONOKA3aHUA
He npuMeHATH 111 pacTBOPEHHS M Pa3BEICHHS JICKAPCTBEHHBIX IPEIapaToB, JUIsl KOTOPHIX B
KadecTBe 0053aTEIILHOTO yKa3aH IPYroil pacTBOPUTEITb.

4.4. Oco0Oble yka3aHusi U Mepbl IPEIOCTOPOKHOCTH NMPH MPUMEHEHU N
Bona nans wHbeKknuii HE MOXKET OBITh HPSMO BBEACHA BHYTPHUCOCYAMCTO H3-32 HHU3KOTO
OCMOTHYECKOTO JaBieHus (puck remousnzal). JlekapcTBeHHbIE CpeACTBa, KOHLEHTpALUs
KOTOPBIX JOJDKHA ObITh B OMPEENIEHHBIX I'paHuIaX, pa30aBIIsgioT BOIOM AJii UHBEKIUN TOJILKO B
yKa3aHHBIX npenenax. I[Ipy HapyleHny repMeTHYHOCTH YIIAKOBKH, IOMYTHEHHUH COJIEPKUMOTO,
npernapar He CIeIyeT HCII0JIb30BaTh.

CTH
OcoObIi KOHTPOJIb 3a KOJIMYECTBOM BBOJAUMEBIX paACTBOPOB, IIPHUTI'OTOBJICHHBLIX C MUCITIOJIB30BAHUEM
BOJIbI JJIsl MHBEKIUM, TpeOyeTcss y HOBOPOXK/IEHHBIX U MaJICHbKUX JIETeH, y KOTOPBIX AaKe IpU
BBEJICHUH HEOOJIBIINX 00bEMOB BO3MOKHBI HAPYIICHHSI BOAHO-JIEKTPOJIMTHOTO OasiaHca.



ot 01.08.2024 N= 15844

o R

et - B i - _I-"-:i'__\_ ":'I
4.5. B3aumojgeiicTBHe ¢ JAPYruMH JIeKapCTBeHHbIll\lf;bl"'ﬂ?)Ei;labaTaNﬂ?l i “Apyrue Buasl

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B3aMMO/eiicTBHUSA
[Ipy cMemmBaHUM C JPYTUMHU JIEKQpPCTBEHHBIMU cpeAcTBaMHM (MH(QY3HOHHBIE PpPacTBOPHI,
KOHLIEHTPAThl Ul HPUTOTOBJIEHHUS HH(Y3UH, WHBEKUUOHHBIE PACTBOPBI, MOPOILIKHU, CyXHe
BEIIECTBA Ui MPUTOTOBJICHUS MHBEKIIMOHHBIX PACTBOPOB) HEOOXOAUM BHU3YaJbHBIM KOHTPOJIb
Ha COBMECCTHUMOCTBH (MO)KGT UMCTH MECTO XUMHUYCCKas 1501040 q)apMaHeBTI/I‘IGCKaSI
HECOBMECTHMOCTH).

4.6. ®epTUWIBLHOCTH, 0€PEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTB

[Ipumenenne BO BpeMs OEPEMEHHOCTH OINPEAENseTCS HMHCTPYKIMEH 10 MEIUIMHCKOMY
MIPUMEHEHHIO TOTO JIEKAPCTBEHHOTO Tperapara, [l pa3BeIeHUs KOTOPOro OyaeT MpUMEHSIThCA
BOJA ISl UHBEKITHM.

JlakTanus

[Ipumenenne BO BpeMs TPYAHOTO BCKApMIIMBAHUS OMNPEACISACTCS HHCTPYKIMEH 10
MEIUIIMHCKOMY TPUMEHEHHUIO TOTO JIEKAPCTBEHHOIO TMperapara, JJisi pa3BeleHUs KOTOPOTro
OyIeT MpUMEHSATHCS BOJIA TSI HHBEKITUH.

4.7. BausiHHe HA CIOCOOHOCTH YIPABJATH TPAHCHOPTHBIMU CpPeACTBAMH M padorath ¢
MeXaHM3MaMH

BnusiHue Ha crnocoOHOCTH K BBINOJHEHUIO MOTEHLHAIbHO OMNACHBIX BHUJIOB JESATEIBHOCTH,
TpeOYIOIIMX IMOBBIIIEHHON KOHLEHTPALUM BHUMAHUSI U OBICTPOTHI NCUXOMOTOPHBIX pPEaKIIMii
(ynmpaBiieHHE TPaHCHOPTHBIMU CPEICTBAMH, pabOThl C JIBHKYLIIMMHUCS MEXaHHU3MaMH, paboTta
JHCIeTyepa M OIepaTropa) OIpeaesseTcsl CBOWCTBAMHU JIEKAPCTBEHHOrO IIperapaTta Juis
pPacTBOPEHUS WK Pa3BEIEHHsI KOTOPOTO ObLT UCIIOJIb30BaH PACTBOPUTEIID.

4.8. HexkennaTesibHble peakIuu

Pesrome npoduisa 6e30macHocT

HO60‘~IHOC HeﬁCTBHe OHpCHCJ’IﬂCTCﬂ BO3MOXHBIMHA HCXKECJIATCIIbHBIMU peaKHI/ISIMI/I
JICKapCTBCHHOTO TIperapara, JIsi PacTBOPEHUS WM pa3BelICHUS KOTOPOTro OBUI HMCIOJIB30BaH
PacTBOPHUTEIb.

Coo0111eHHEe 0 TOA03PEBAEMBIX HEXKEIATSIBLHBIX PEAKIIMAX

Baxxno cooOmare 0 TOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX IOCJIEe PETUCTPALNN
JICKapCTBCHHOT'O TIperapara ¢ Mebio 00eCreueHrsI HeMPEPIBHOTO MOHUTOPHHTA COOTHOIIICHHS
«IOJTh3a-PUCK» JICKAPCTBCHHOTO TIperapara. MeAWIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
Co00IIaTh O JIFOOBIX TOJI03PEBACMBIX HEXKEJIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
gyepe3 HaIMOHAJIbHBIE CHCTEMBI COOOIICHHUS O HEKEIATeNbHBIX PEaKIUAX TOCYIapCTB-YWICHOB
EBpa3uiickoro 5KkOHOMHUYECKOIO CO03a.

Poccniickas @enepanys

denepanpHas ciyx0a Mo Haa30py B chepe 31paBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBstHCKas iomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnektpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

Anpec B untepsere: https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMIITOMBI

[Tociie BBenmeHUs OONBIIMX OOBEMOB THIIOTOHHYSCKHX PACTBOPOB, B KOTOPBIX B KadyeCTBE
pacTBopuUTEIIST/pa30aBUTENS HCIIOJIB30BAIACH BOJA JIJIST MHBEKIIMH, MOXKET Pa3BUTHCS T'EMOJIH3.
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pacTBOpEeHHOro/pa30aBIeHHOrO JEKaPCTBEHHOI'0 Ipernapara.

Jleuenue

[Ipu ciyqaitHOM Mepeso3upoBKe JICUCHHUE JOJDKHO OBITh MPEKPAIIEHO, a TMAIMEHT J0HKEH ObITh
O6CJ'ICI[OBaH Ha NpCAMET BBIABJICHUSA COOTBETCTBYIOIINUX IMMPHU3HAKOB U CUMIITOMOB, CBA3aHHBIX C
BBE/ICHUEM DPACTBOPEHHOI0/pa30aBiI€HHOIO JIEKApCTBEHHOro mnpenapara. Habmionenue 3a
ManMEHTOM CJICAYCT NPOU3BOAUTE 10 paspClICHUA CUMIITOMOB.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMH4YeCKHe CBOMCTBA

dapMakoTepaneBTHUecKas TpyIna: I[poyue HesleueOHble CpeACTBA; PpPAacCTBOPUTEIH U
pa3baBuTeNy, BKIIIOYAsi UPPUTALIMOHHBIE PACTBOPBI.

Kon ATX: VO7AB

Mexanu3m seiictBus, hapMakoauHamuueckue 3hdeKThbl

Bona nns unbeknuil He obnanaer papMaKkoJIOTHYECKON aKTUBHOCTBIO. Vcnoib3yeTcs B KauecTBe
pacTBOpUTEIIS U MPUMEHSETCS Ui IPUTOTOBIICHUS HH(Y3MOHHBIX U MHBEKIIMOHHBIX PaCTBOPOB,
oOecrieunBasi ONTHMAaJbHBIE YCIOBUS Ui COBMECTUMOCTH U 3(P(EKTUBHOCTU CyOCTpaToB U
BO/IBL.

5.2. ®apmMaKkoOKHHeTHYECKHE CBOMCTBA

AOcopOrus

[Ipu BBemeHWM MOCTOSIHHO YEPEAYIOMIEHCS BOIBI M DJEKTPOJMTOB TOMJEPKAHHE TOMEOCTas3a
OCYIIECTBIISIETCS MTOYKAMH.

6. DPAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BCIoMoOrareJibHbIX BellleCTB
OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTH
BO)Iy JJIs1 I/IHLGKHI/Iﬁ HCJIb34d CMCIIUBATH C MAaCJIIAIHBIMHU paCTBOpaMI/I JJIA HHBCKHI/Iﬁ.

6.3. Cpok rogHocTu (CpoK XpaHeHmusl)
5 net (B aMITyJiax).
2 rona (B OyThIIKAX).

6.4. OcoOble Mepbl IPEAOCTOPOKHOCTH IIPH XPAHEHHUH
[Tpu remnepatype He Bbiie 25 °C.

6.5. Xapakrep u coxepkaHue NePBUYHON YIIAKOBKH

Mo 1T mu, 2 M1, 5 Min w10 Mu1 B aMmysibl HEUTPAIBHOTO CTEKJIA WM OECIBETHOTO CTEKJIA
IIEPBOT0 TUAPOIMTHYECKOTO KJIacca C TOYKaMH HaJIOMa WIHA KOJIBLIAMH.

[To 10 ammyn BMecTe ¢ MHCTPYKIMEH MO MEAUIIMHCKOMY MMPUMEHEHHIO MTOMEIIAI0T B KOPOOKY U3
KapTOHa.

[To 5 ammyn nNOMEIAaT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IUIEHKH NOJUBUHWIXJIOPUIHOM.
[To 2 KOHTypHBIE TYEUKOBBIE YITAKOBKH BMECTE C MHCTPYKIUEN IO MEAUIUHCKOMY IIPUMEHEHUIO
ITIOMENIAIOT B MMAYKy U3 KapTOHA.

I[To 100 mn, 200 ma u 400 miu B OYTBUIKM CTEKJISIHHbIE JUIsI KPOBH, TpPaHC(Y3MOHHBIX U
MH(QY3UOHHBIX IpernapaToB BMecTUMOCThIO 100 mut, 250 mit, 450 M unu OyThUIKM CTEKJISTHHbIE
i (GapMaleBTUUECKUX U MHQY3HOHHBIX IPErapaTroB, YKYHNOpPEHHbIE MIPOOKaMU U3 PE3UHBI U
00xaThle KOJIMayKaMy aTFOMUHUEBBIMU WIJIM KOJIMaYKaMU KOMOMHUPOBAHHBIMH.
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ACTIENRBATE MRHOCTR 00T
byTbulKy BMEcTE ¢ HMHCTpYKUUEH I10 MGHHHHHCKOMVIHI‘)ﬁMgH&'ﬂ}B' 'noMé'ma}oT B rlaI';'Ky 3

KapTOHa.

Jns crauroHapos:

- 1 Oyrbuiky mo 100 mu1 BMecTe ¢ MHCTPYKLIMEN MO MEIUIMHCKOMY IMPUMEHEHHUIO MMOMEIaloT B
SIIUKA W3 TOQPUPOBAHHOTO KapTOHA C MPOKJIAJKaMU, C MEPEropoJIKaMH WU pelieTKaMu
(«rHe3maMm») 6€3 peABapPUTEIIbHON YKITIAIKU B MTAYKH.

- 12 Oyrbinok mo 100 mi BMecTe ¢ paBHBIM KOJUYECTBOM HHCTPYKLUMH MO MEIUIMHCKOMY
NPUMEHEHUIO I[OMEIIAIT B SIUKM U3 TOPPUPOBAHHOIO KapTOHAa C MPOKJIAJKAMH,
C MeperopoJIKaMy WM pelieTKaMu («rHe3iaMuy) 0e3 npeaBapuTeIbHON YKIIaJKU B TAYKH.

- 35 Oyrbuiok mo 100 mu BMecTe ¢ paBHBIM KOJUYECTBOM HHCTPYKLMH MO MEIUIIMHCKOMY
NPUMEHEHUIO I[OMEIIAIT B SIIUKM U3 TOPPUPOBAHHOIO KapTOHA C MPOKJIAJKAMH,
C MeperopoJIKaMy WM pelieTkamMu («rHe3laMu») 06e3 NpeaBapuTeIbHON YKIIaJKU B MTAYKH.

- or 1 no 35 Oyreuiok mo 100 My BMecTe C paBHBIM KOJMYECTBOM HWHCTPYKIUH IO
MEIUIIMHCKOMY TPUMEHEHHUIO [OMEUIaloT B  SALIIMKA U3 To(QpHUpPOBAHHOIO KapTOoHa
C MpPOKJIaJKaMHU, C IEperopoJkaMy WM pelleTKaMHu («rHe3gaMu») 0e3 IpelBapUTesIbHON
YKJIaJIKH B TTAQUKH.

- 1 Oyrbuiky o 200 mi1 BMecTe ¢ MHCTPYKLIMEH M0 MEIUIMHCKOMY IMPUMEHEHHUIO MMOMEIaloT B
SIIUKA W3 TOQPUPOBAHHOTO KapTOHAa C NPOKJIAJKAMU, C IEPEropoJIKaMH WM peHIeTKaMu
(«rHe3maMm») 6€3 peABapUTEIILHON YKIIAIKU B MMAYKH.

- 6 Oyrputok mo 200 My BMecTe C PaBHBIM KOJIMYECTBOM HHCTPYKLIMH 1O MEIUIMHCKOMY
NPUMEHEHUIO [OMEIIAIT B SIIUKM U3 TOPPUPOBAHHOIO KapTOHAa C MPOKJIAJKAMH,
C MeperopoJIKaMy WM pelieTKaMu («rHe3aMu») 0e3 npeaBapuTeIbHON YKIAJKU B MaYKH.

- 28 Oyrbuiok mo 200 mu BMeCTe C PaBHBIM KOJUYECTBOM HHCTPYKLMH MO MEIUIMHCKOMY
NPUMEHEHUIO I[OMEIIAIT B SIIUKM U3 TOPPUPOBAHHOIO KapTOHA C MPOKJIAJKAMH,
C MEeperopoIKaMu WM pelIeTKaMu («rHe31aMuy) 06e3 npeaBapuTeIbHON YKIAAKU B MAYKH.

- or 1 no 28 Oyreuiok mo 200 My BMecTe C paBHBIM KOJMYECTBOM HWHCTPYKLUH IO
MEUIIMHCKOMY TPUMEHEHHI0O [OMENIaloT B SUMKA U3 TOQpPUPOBAHHOIO  KapTOHA
C MpPOKJIaJKaMHU, C IEperopojkaMy WM pelleTKaMHu («rHe3gaMu») O0e3 IpelBapUTesIbHON
YKJIaJIKHU B TTAUKH.

- 1 Oyrbuiky o 400 mu1 BMecTe ¢ MHCTPYKLIMEN MO MEIUIMHCKOMY IMPUMEHEHHUIO MMOMEIaloT B
AIIUKA W3 TOQPUPOBAHHOTO KapTOHA C MPOKJIAJKaMU, C IEPEropoJIKaMH WU pelieTKaMu
(«rHe3maMm») 6€3 peABapUTEIILHON YKIIAIKU B MTAYKH.

- 6 Oyrputok mo 400 My BMecTe C PaBHBIM KOJIMYECTBOM HHCTPYKLIMH 10 MEIUIIMHCKOMY
NPUMEHEHUIO I[OMEIIAIT B SIIUKM U3 TOPPUPOBAHHOIO KapTOHA C MPOKJIAJKAMH,
C MeperopoJIKaMy WM pelieTKaMu («rHe3aMu») 06e3 npeaBapuTeIbHON YKIaJKU B MTAYKH.

- 15 Oyrbuok mo 400 mi BMecTe € paBHBIM KOJUYECTBOM HHCTPYKLMH MO MEIUIIMHCKOMY
NPUMEHEHUIO I[OMEIIAIT B SIIUKM U3 TOPPUPOBAHHOIO KapTOHAa C MPOKJIAJKAMH,
C MeperopoJIKaMy WM pelieTkaMu («rHe3laMu») 0e3 NpeaBapuTeIbHON YKIaJKU B MTAYKU.

- or 1 no 15 Oyreuok mo 400 My BMecTe C paBHBIM KOJMYECTBOM HWHCTPYKLUH IO
MEJUIIMHCKOMY TPUMEHEHHI0O [OMEHIaloT B  SUIMKA U3 TO(QPUPOBAHHOIO  KapTOHA
C MpPOKJIaJKaMHU, C IEeperopoJkaMy WM pelleTKaMHu («rHe3gaMu») O0e3 IpelBapUTesIbHON
YKJIaJKH B TAUKH.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH YHHUYTOXXEHHMH HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Ipemapara WJIM OTX0JA0B, TMOJYYEHHbIX IOcjle NpPHUMEHEHUs:
JIEKapPCTBEHHOT'0 Npenapara, ¥ ipyrue MaHUIMyJISIUH C IIPenapaTom

[IpuroToBiieHuEe PacTBOPOB JIEKAPCTBEHHBIX IMPENapaToB C MPUMEHEHUEM BOJbI JUIS MHBEKIMM
OCYILIECTBJISIETCS B ACENTHUECKUX YCIOBUAX (BCKpPBITHE ammysl, HAlOJHEHHE IINpula Hu
€MKOCTEH C JIeKapCTBEHHBIMHU IIpenapaTamMu).
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Poccniickas @enepanus

AO «JAJIbXMDAPM»

Anpec: 680001, XabapoBckwuii kpai, T. XabapoBck, yi. TamkeHTckas, a. 22
Ten/dakc: (4212) 53-91-86

Anpec anexkrporHoi noutsl: info@dhph.ru

7.1. IlpeacraBuTEIb AEpPKRATEIS PErHCTPALMOHHOIO YI0CTOBEPEeHHs
[IpereH3un norpeduTesIel HaIPaBJIATh [0 AJPECY:

Poccniickas @enepanns

AO «JAJIBXVIM®APM»

Anpec: 680001, XabapoBckwuii Kpai, T. Xa0apoBCK, yi. TamkeHnTckas, 1. 22
Ten/dakc: (4212) 53-91-86

Anpec anexktponHoi noutsl: info@dhph.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JTATA TIEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHSI PETMCTPAIIAM,
HEPEPETUCTPALIUN)

10. JATA IEPECMOTPA TEKCTA

OOmiast xapakTepHCTHKa JIEKAPCTBEHHOTO TNpenapata Boja st WHBEKIWH JOCTyIHAa Ha
MHPOPMAIIMOHHOM TOpTalie EBpa3MiCKOr0 3KOHOMHYECKOTO CcO¥03a B HH(OPMAIMOHHO-
KOMMYHHKAIIMOHHOM cetu «MHTepHeT» https://eec.eaeunion.org/.




